


TABLE OF CONTENTS 

Page Number 

Petition for Appeal to the Circuit Court, With Exhibits A-D ..................................... 1 

Court of Appeals Judgment Appealed From ........................................................ 52 

Circuit Court Judgment (Circuit Court Record Pages 185, 187-193) .................. 69 

State Health Commissioner's Decision, Followed By Adjudication 
Officer's Recommendation ....................................................................................... 77 

Attachment to Brief, Commissioner's "Good Cause" Decision 
(Circuit Court Record Pages 142-147) ..................................................................... 95 

Applicable Sections of State Medical Facilities Plan .......................................... 1 01 

Excerpts From the Administrative Agency Record: 

Excerpt From Attachments to 7/31/96 Application for Review 
(Agency Record 119; 134-135) ............................................................................... 110 

Excerpt From Completeness Questions Dated 8/15/96 
(Agency Record 225) ............................................................................................... 113 

Review Schedule Dated 8/21/96 
(Agency Record 226-227) ....................................................................................... 114 

Formal Opposition Request Dated 9/16/96, With Three 
Excerpted Attachments 
(Agency Record 228-233; 236-237; 241; 269) ....................................................... 116 

Excerpt from MCV Liver Transplant Program 
(Agency Record 27 4) ............................................................................................... 126 

Excerpt From Attachments to 9/3/97 Letter From Ms. Miller 
To Mr. Clement 
(Agency Record 278-280) ....................................................................................... 127 

Additional Opposition Comments Dated 9/17/96, With Excerpt 
Of Attachments 
(Agency Record 331-342; 353; 359-361) ............................................................... 130 

i 



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 
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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 

4. SNGH appeals from the November 3, 1997 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 

5. SNGH timely filed a Notice of Appeal from the Case Decision. A copy of the 

Notice of Appeal is attached as Exhibit A. 

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

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

with Virginia Code§§ 9-6.14:5. 
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8. 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§ 32.1.1 02.9 is attached as Exhibit B. 

9. 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 

10. On July 31, 1996, SNGH submitted a certificate of public rteed ("COPN") 

application to add to its complement of transplant services the ability to perform 

liver transplants. 

11. The application was reviewed for completeness and accepted into the COPN 

review cycle commencing on September 10. 1996. 

12. The Eastern Virginia Heal~h Systems Agency ("EVHSA") held a public hearing 

on SNGH's application on September 16. 1996. 

13. 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 
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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: 

(i) No substantial need for the proposed new service has been 

demonstrated. 

(ii) 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. 

(iii) 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. An informal 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 
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that the project fully complied with the provisions of the State Medical Facilities 

Plan and all twenty statutory criteria for issuances of COPNs. 

16. 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. 

17. 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. 

18. Specifically. the Adjudication Officer found that "the main population of PO 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." 

19. The Adjudication Officer also found that "there are currently no liver transplant 

programs in HPR V. SNGH is the singular transplant service provider in 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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SNGH can be expected to be able to meet the volume and survival standards for 

liver transplant services." 

20. 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°/o of the combined average of 

Fairfax. UVAH and MCVH. Additionally, SNGH's case mix [measuring the seventy 

of illness] was determined to be 118°/o [higher] of the average for the group." 

21. 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." 

22. 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." 

23. 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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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." 

24. 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 transplantation patients to allow the 

development of a liver transplantation program at SNGH." 

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

because: 

(i) the proposed project is consistent with a// 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; 
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(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 I 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 I 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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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. 

25. 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). 

26. 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. 

27. 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). 

28. 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. 

29. 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. 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. 

31. 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. 

32. By statute and regulation~ ''The most recent applicable provision of the State, 

Medical Facilities Plan shall remain in force until any such chapter is amended. 

modified or repeal~d by the Board of Health." 12 VAC 5-220-10 (emphasis 

added); See also Va. Code§ 32.1-122.08. 

33. 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. 

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

transplants and organs are "leveling out." 
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35. In his case decision the Commissioner cites "[i]ndications in the health care 

system" to support his conclusion that the supply of organs and the numbers of 

procedures are "stabilizing" or "leveling out." 

36. 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. 

37. 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. 

38. 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. 

39. 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§ 9-6.14:11.8. No such 

notice was provided in this case. 

40. 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. 
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41. The only evidence regarding the volume of liver transplant activity in the 

Commonwealth shows an average annual increase in number of transplants for 

the fast 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. 

42. 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. 

43. The uncontroverted evidence in the record is that the current standard of the 

American College of Tr~nsplant 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. 

44. As the uncontroverted evidence in the record establishes. the current standard 

for training certification, which was adopted just days before the IFF C. 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. 
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45. 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 

46. SNGH hereby restates and reallege all assertions contained in paragraphs 1-45. 

47. 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 'Nas recognized by the Department's 

Adjudication Officer as meeting all of those standards. 

48. 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. 

49. 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. 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. 

51. 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. 

52. 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. 

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

Statement of Relief ReauPsted 

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

this case. 

Thomas W. McCandlish 
Laura G. Aaron 
Mezzullo & McCandlish 
1111 East Main Street 
Suite 1500 
Richmond. Virginia 23219 
(804) 775-3100 

Respectfully submitted. 

SENTARA NORFOLK GENERAL HOSPITAL 

J \HCT'.SENT ARA \NORFOLK\ORGAN .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 
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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. 

Thomas W. McCandlish 
Laura G. Aaron 
Mezzullo & McCandlish 
1111 East Main Street 
Suite 1500 
Richmond, Virginia 23219 
(804) 775-3100 

Respectfully submitted. 

Sentara Norfolk General Hospital 

By: -----r 
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CERTIFICATE OF SERVICE 

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

\'~ 
this ' f.., day 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 

I '- ;,"" 

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 

J '.hCt'.Sentara\norfolk\organ 22\appeal-notsce 

-·-·------

Counsel 

21 



·' 
.-. .. :- - ~ 

-~: 
I . •' . .-~ ....... ·... ·._- ~ •. ,l"';.t·: 

l 

: ~ . 

r ·.I. - ~: •• "' .~ 

.r •· ~. ~ . . 
:4<-;,1. \. 

i. 

. : 

.. - .... ~ ~. --~ .. 

·...:·: ... 
;·,. 

... - ·.--. 

..... 

~. 

... ·',: 

:\. 

.- .-, ... 
)'_ .. 

·.:.· .: 

'-·· J 
B . 



VIRGINIA: 

IN THE CIRCUIT COURT FOR THE CITY OF NORFOLK 

SENTARA NORFOLK GENERAL HOSPITAL ) 
) 

Appellant, ) 
) 

v. ) 
) 

STATE HEALTH COMMISSIONER ) Chancery No. C.~ 7- 2..0 7 ( 
) 

and ) 
) 

EASTERN VIRGINIA HEALTH SYSTEMS AGENCY, INC. ) 
) 

Appellees. ) 
) 

REQUEST FOR DESIGNATION OF JUDGE 
PURSUANT TO§ 32.1-102.9 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. 



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~ CD·~ 
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 

I hereby certifythat on this ~day of v~ I 1997. I 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\SE NT ARA \NORFOLK\ORGAN .22\DESIGNATION .REO 
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COPN Request No. V A-5969 
Sen tara Norfolk General Hospital 
Norfolk, Virginia 
Establish Liver Transplant Services 

Findings 

1. Sen tara Norfolk General Hospital (SNGH) is part of Sen tara 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 Vis 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. S~GH currently proYides extensive organ transplant services through its "transplant center." 
The SNGH Transplant Center currently perfonns 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 (lJV AH); and in 
The ~orthem Virginia Health Planning Region (HPR II) in Fairfax at the Fairfax Hospital (FH). 

8. There are 102 liver transplant programs nationally, which perfonned 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 infonnation 
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 Sen tara Health System. 
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10. The Division of Certificate of Public Need staff estimates that 40%-50% of the liver 
transplant patients at MCVH and 1 Oo/o-20%, of the liver transplant patients at UV AH 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 perfonn six transplants 
the first year of operation, twelve in year two, and fifteen in year three. 

I 2. SNGH proposes to recruit a surgeon with liver transplant experience {Dr. Colonna) into one 
of the private, Sen tara-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 . .o\ngeles, 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\Visconsin, Yale, and the Medical College of Virginia, have committed medically to manage liver 
transplant patients and also to obtain dilY 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. 
Scon 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 administrati\·e 
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 Socia) 
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 wiiJ include at least an annual examination. 

19. Reimbursement for liver transplantation is expc~ted 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 
to pay~ as part of Sen tara'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 
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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 perfonned in a facility. FulJ accreditation, as a liver transplant training program. is 
dependent upon at least 45 liver transplant procedures being performed annualJy by each fellow in 
the training program. 

DISCUSSION 

Applications for certificate of public need are required to be considered in relation to the 
t\\'enty 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 ow the 
complement of services that are present(v 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. 

Acceptability 
"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, of95% of Virginia's population." 

The main population of PD 20 is approximately two hours driving time from Richmond. the 
location ofMCVH 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 b11 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 
sen·ice 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 sun·i\·al 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. 

"HCF A/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 (HCF A) criteria for Medicare 
program coverage. " 
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SNGH is certified by HCF A 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 HCF A/Medicare requirements. 

Continuity 
"Discharge planning and follow-up care -A. Providers of transplantation services 
should have wrinen policies ·and procedures for discharge planning and follow-up care 
for 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 
for referring physicilzns 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 i!ldices. 
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. 
\\-'ben compared to other transplant service providers in the state, SNGH was determined by the 
DCOP~ 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, UV AH 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. 

6 

32 



"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 lN AH, 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 frrst increased and then declined back to the 1988 level. During the period, total statewide 
transplant volwne 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. 

"ldinimum 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 HCF A criteria." 

The HCF A two-year standard for liver transplant programs is 60°/o. 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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HCF A standard for the liver transplant service. (Note: The HCF A standard for heart recipients is 
65%, SNGH achieves 94.5%; the HCF A standard for lung recipients is 62%; SNGH achieves 66°/o; 
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 
formal 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 wrinen 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 (ASH/) 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 ofMCVH 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 bas 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 tllls 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 S~GH. 

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 wiiJ 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 Vat 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 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. 

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 twmels that often become crowded and sometimes inhibit 
traffic. There is no other liver transplant service provider in the region, which includes PO 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 tenn and the long tenn. 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 1 5 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. AdditionaiJy, SNGH 
provides the referral relationships that a transplant center requires to maintain continuity of patient 
care services. 

1 0. The availability of resources for tbe 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. 

11. The organizational relationship of the project to necessary ancillary and support 
sen·ices. 

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, specialt)-· center or regional health service pro\·ider. 
if a substantial portion of the applicant's services or resources or both is provided to 
indh·iduals 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 teniary 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 behavioral 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 construction project, the costs and benefits of the proposed 
construction. 

This cri£erion is not applicable to the proposed project. 

1 7. The probable impact of the project on the costs of and charges for providing health 
sen·ices 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, tbe efficiency and 
appropriateness of tbe 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 current) y 
served at MCVH. Based upon the analysis perfonned by the staff ofDCOPN, the SNGH ser\'ice 
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 tbe health service area for osteopathic and allopathic 
ser\'ices and facilities and th~ impact on existing and proposed institutional training programs 
for doctors of osteopathy and medicine at tbe student, internship, and residency training le,·els. 

S!\GH provides one of the primary hospital sites for training EVMS physicians. There is 
no other allopathk 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 
Sen tara 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 collaborati\·e 
participation in developing mutuaily acceptable rules and guidelines to assure proper organ 
allocation policies and procedures among patients and between institutions. 
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COMMONWEALTH of VIRGINIA 

RANDOLPH L. GORDON. M.D .. M.P.H. 
COMMISSIONER 

MarkS. Hedberg, Esquire 
Hunton and Williams 
Riverfront Plaza, East Tower 
9 51 East Byrd Street 
Richmond, Virginia 23219-4074 

Dear ~fr. Hedberg: 

Department of Health 
PO BOX2448 

RICHMOND. VA 23218 

October 31 , 1997 

Re: Cni\'ersity Health Sen·ices (l:HS) and 
~fedical College of Virginia Hospitals C\-1CVH) 

Petition to Show "Good Cause" 
for Standing in the Re\'iew of: 

COP~ Request ~o. VA-5969 
Sen tara ~orfolk General Hospital 
~orfolk, Virginia 
Addition of Liver Transplant Sen·ices 

TOO 1-ax>-828-1120 

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 ColJege 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 ha"e 
received and reviewed the report and the recommendation made by Raymond 0. Perry, 
Adjudication Officer for the informal fact-finding conference. Based upon Mr. Perry's repon 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 rele\'ant information not previously presented at and 
not available at the time of the public hearing, (ii) there ha\'e 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 staffs report on the application or in 
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Mark S. Hedberg, Esquire 
October 31, 1997 
Page 2 

the repon submitted by the health systems agency." The petition proffered in behalf ofUni\'ersity 
Hea1th Services and the Medical College of Virginia Hospital fails to show "good cause" with 
respect to any of these foregoing requirements. 

As required by § 32.1·1 02 of the Code of Virginia, all factors which must be taken into 
account in making this detennination have been considered and I have concluded that standing for 
University Health Sen·ices and the Medical College of Virginia Hospital is not warranted. 

Enclosure 

Sincerely, 

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

pc: Ra)mond 0. Perry, M .. P.H., Adjudication Officer 
CarolS. 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 Ser\'ices 
Paul M. Boynton, Executh·e Director, Eastern Virginia Health Systems Agency 
Trigon Blue Cross/Blue Shield of Virginia 
The Honorable Robert C. Metcalf, Secretary of Health and Human Resources 
~·fembers of the State Board of Health 
Thomas \V. ~1cCandlish, Esquire, Counsel to Sen tara Norfolk General Hospital 
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l"niYersity Health Sen·ices (UHS) and 
1\1edical College of Virginia Hospitals (!\IC\"H) 
Petition to Show "Good Cause" 
for Standing in the Re,·iew of: 

COPN Request ~o. V A-5969 
Sentara ~orfolk General Hospital 
!'lorfolk, Virginia 
Addition of Lh·er Transplant Sen·ices 

University Health Services, Inc. ("lJHS") and the Medical College of Virginia Hospitals ("~1CVH"). 
collectively, "the Petitioner") seek to demonstrate ugood cause" standing to panicipate as a pany at the 
infonnal fact-finding conference ("IFFC") scheduled \\ith respect to the certificate of public need application 
by Sentara ~orfolk General Hospital to establish liver transplanl sen·ices at the Sentara !\orfolk General 
Hospital. 

In order to show "good cause" and participate as a party with standing in the review of COP~ Request 
~os. VA-5969, the Petitioner must show that: "(i) there is significant re/el'allt information nor pre,·ious~r 
presented at and nor available at the rime 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 staffs report on the application or in the report 
submiued b.v the health systems agency." 

The Petitioner first assens that "there is significant, relevant information not previous~v presented at 
and not available at the time of the public hearing" which entitles the Petitioner tc standing in the re,·iew of 
the proposal by SNGH to establish a li\'er transplant program. 

In suppon of its assenion 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~orfolk for space in which its li\'er transplant physicians 
will pro\'ide pre- and post-operative care for li\'er transplant patients who are ser\'ed in the ~1C\"H Ji,·er 
transplant program. The ~CVH liver transplant physicians expect to begin seeing patients in the near future. 
The Petitioner asserts that it does not belie,·e that the infrequent pre- and post-operative \'isits to ~1C\'H are 
burdensome for liver transplant patients, and they clearly do not constitute public need for another li\'er 
transplant program. However, the Petitioner assens that it is interested in making services as con,·enient as 
possible to MCVH liver transplant patients and that this new clinic will serve as an altemati\'e to the proposed 
project, which information was not a\·ailable at the time of the public hearing. The Petitioner argues that this 
clinic alternative to the proposed Project provides virtually all of the proposed Project's purponed benefits 
with none of its risks or adverse consequences. 

\\rule the development of an outpatient clinic in another local area hospital (e.g., DePaul) does a11ow 
for some of the travel time and expense of patients who now tra\'el to Richmond for post-operati,·e li,·er 
transplant services to be reduced, it does not provide the liver transplant sen·ice itself within a two-hour 
driving time of a significantly large population as would the proposed project. The placement of the liver 
transplant ser\'ice at the S~GH 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 ser\'ice 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 li\'er patients in Norfolk constitutes "significant 
relevant infonnation 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 
to 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 assenion 
of the Petitioner should be rejected. 

Thirdly, the petitioner assens that (3) there is a substantial material mistake of fact or law m the 
department staffs report on the application or in the report submitted by the regional health planning agency 
which entitles the Petitioner to standing in the re,·iew of the proposal by SNGH to establish a lh·er 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 statPments 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 S~GH to establish a liver transplant program. The Petitioner offers five arguments in suppon of this 
assertion. 

1. The Petitioner argues that the EVHSA Statr Report failed to recognize and appropriately consider 
the substantial ad\'erse effect the proposed project "iJl haYe 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 ser\'ice provided by MCVH. \\'hether the report captured the full 
impact that MCVH alleges that the new program will ha,·e upon MCVH's li\'er 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 detennined to be a mistake of fact or law in the EVHSA staff report. This argument does not 
identify a substantial material 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 Life!'et, the organ 
procurement organization (OPO) that currently ser\'es only one li\'er transplant program - the program at 
~1CVH. 
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The Petitioner's argument regarding increased patient mortality because a second li\'er transplant 
program would be established in the same area that is sen·ed by LifeNet, the single Organ Procurement 
Organization (OPO), thereby creating a dual waiting list which would not be able to be .. managed" by ~1C\ "H. 
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°/o. 
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 \\'ill receive the next a\'ailable 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 detennine who would recei\'e the next liYer 
transplant. MCVH believes that its cWTent 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. TlUs argument 
is rejected, especially since the OPO, not the institution, makes the objective organ-assignment 
detenninations. 

Life~et presently serves both institutions for the purpose of procuring and distributing hearts, kidneys. 
lungs and pancreases. The distribution of liYers 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 
Yital organs has been satisfactorily agreed upon by both institutions, each of which participates on the Life~et 
governing board, and the same can be expected for the procurement and distribution of li\'ers. If waitlist 
mortality should increase, the policy for which patient gets the li\'er transplant will need to be refined. There 
is no reason that one can automatically conclude that waitlist mortality \\'ill increase with two programs. The 
OPO is the organization that \\ill, 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 \isits 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 O\'er or under estimates of 
numbers of pre and post operative visits for li\'er transplant patients, although it has been expressed as a 
concern among those who traveled more than t\\'0 hours to services. Clearly, such visits are determined by 
the condition of the patients; wide variances from the a\·erage would not be surprising. Whether the DCOP~ 
staff overestimated the average number of \'is its is not a significant error. The simple truth of the matter is 
that whoever lives more than two hours from the location of their li\'er transplant will have to tra,·el to get 
to the transplant center multiple times. The SMFP rule is that liver transplant services should be a\'ailable 
to 95°/o of the population within two hours' dri\'ing time. The !\1CVH transplant program is not a"ailable 
within the two-hour dri\'ing time for more than 400,000 persons in the SNGH ser\'ice area (PDs 20 and 2~). 
Therefore, in eastern Virginia. the location ofSNGH, more than 6°/o of the state's population resides in excess 
oftv.·o hours' dri\'ing time of the nearest li\'er 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 material mistake of fact or law in the report submitted 
by the Division ofCenificate of Public Need staff. This argument is rejected. 

4. The petitioner argues that the DCOPN Staff Report fails to recognize and appropriately consider 
the substantial adverse affect the Project will ha,·e on liver transplantation research activities at ~1CVH. 

It is not uncommon for institutions to collaborate in research projects and protocols and certainly, 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 S~GH. 
Furthermore, any impact of the proposed project upon the research programs of MCVH should not be 
significant, especialiy in ,;ew of the slow projected start-up of the SNGH program of six, tweh·e and fifteen 
patients, respectively, in the first three years of operation. 

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

5. The Petitioner argues that the DCOPN Staff Report erroneously assens that it is reasonable to 
conclude that :\1CVH's liYer transplant charges ha,·e been and wiJI be increasing at a rate (5~-'o per year) similar 
to that projected by the applicant. 

The DCOPN staff did erroneously concJude that MCVH's liver transplant charges would increase at 
a rate 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 hannless error. There are several comparable solid organ transplant 
programs to compare between the tv.·o institutions and it is reasonable to believe that the S~GH charge 
structure will be comparable to the MCVH charge structure. SNGH has lower charges than !\1C\"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 repon submitted 
by the Division of Cenificate 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 panicipate in the review of the proposed project. The Petitioner should be 
ad\'ised that its petition is rejected. 

Re~ectfu;~ 

a ond.O.Perry.~~ 
Adjudication Officer 
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COMMONWEALTI-1 of VIRGINIA 

RANDOLPH L. GORDON. M.D .• M.P.H. 
COMMISSIONER 

Thomas W. McCandlish, Esquire 
Mezzullo and McCandlish 
1111 East Main Street, Suite I 500 
Richmond, Virginia 23206 

Dear Mr. McCandlish: 

Depanmenr of Health 
P 0 BOX 2448 

RICHMOND. VA 23218 

November 3, 1997 

Re: Cenificate of Public Need No. V A-03365 
Sentara Norfolk General Hospital 
Norfolk, Virginia 
Establish Liver Transplant Services 

TOO 1-800-828-1120 

In accordance with Chapter 4, Article 1: I of Title 32.1 of the Code of Virainja 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 0. 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 detennined 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 V AC § 5-280-70, requires an annual volume 
of twelve liver transplants per year per center to meet minimal utilization 
standards. It also states that usuccessful 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 
Page2 

transplants performed per transplant center nationally in 1994 was 36. In 1996 the 
average number of liver transplants performed per transplant center in Virginia 
was 52. The American College of Surgeons requires transplant centers to perform 
at least 45 liver transplants in order to be certified as training centers. 

The State Medical Facilities Plan governing organ transplantation services was 
promulgated in 1992 and has not been amended. It is apparent from the more 
current statistics cited above that statistics used in 1992 to identify the minimum 
standard have been superseded. Accordingly, pursuant to Va. Code § 32.1-
1 02.3(A), I find that the provisions of the State Medical Facilities Plan as they 
relate to liver transplantation services are inaccurate, outdated, inadequate or 
othernise inapplicable. Because they fail to reflect current standards, they should 
not be applied here, and I will direct that procedures be initiated to make 
appropriate amendments to such plan. 

2. The number of organ transplantations that may be performed is dependent upon 
the supply of organs. Indications in the healthcare system are that the numbers of 
available organs may be reaching a plateau; consequently, the actual numbers of 
transplantations performed appear to be stabilizing. Therefore, if established. an 
additional liver transplant center at SNGH may erode the quality of other 
transplant centers by reducing the volume of liver transplants at the other centers. 
In 1996, Medical College of Virginia Hospitals (MCVH) performed 66 liver 
transplants, the University of Virginia Hospitals (UV AH) performed 37, and 
Fairfax hospital performed 53. In the same year SNGH referred 28 patients from 
its service area (PDs 20, 21, and 22) for liver transplants. Over time, it is 
reasonable to assume that SNGH would perform the majority of liver transplants 
from its service area and possibly some from the surrounding PDs, thus reducing 
the volume of liver transplants at MCV~ and UV AH by 40o/o-50% and 1 Oo/o-20o/o, 
respectively, by the elimination of referrals. Such spreading of patients over four 
programs would place the Commonwealth's programs below the national average 
of 36 transplants per center. It is not reasonable to assume that an increase in liver 
transplantation capability in the state will be met with an increase in available 
livers for transplantation, nor would more sites provide the increased volume 
necessary to maintain four transplant centers of quality, especially since the 
increase in organ donations appears to be leveling out. 

SNGH assures that it will perform only six liver transplants in year one, twelve in 
year two, and 15 in year three of operation. If true, this may mitigate the concerns 
of reducing volume at other centers on the one hand, but on the other it will not be 
meeting the needs of its service area and is only marginally at or above the 
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Thomas W. McCandlish, Esquire 
November 3, 1997 
Page 3 

minimum number of twelve liver transplants deemed appropriate to maintain 
qUality even in 1992. Further, although outdated and inapplicable, as stated 
above, the State Medical Facilities Plan, 12 VAC § 5-280-70, contemplates 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." Thus, even the unamended State Medical Facilities Plan 
governing liver transplantation services is not binding as to minimum acceptable 
volumes. 

3. In considering general criterion number 20 specified in Va. Code§ 32.1-102.3(8) 
("the impact on existing ... institutional training programs for doctors 
of ... medicine at the student, internship, and residency training levels,), I 
determine that an additional liver transplant center at SNGH may seriously impact 
the established liver transplant fellowship training program at MCVH. 
Certification as a training program for liver transplantation by the American 
College of Surgeons requires the training institution to perform 45 liver 
transplants annually. For the reasons discussed above, an additional transplant 
service at SNGH may reduce the volume of liver transplants performed at MCVH 
below that required for certification and could jeopardize its program. 

In conclusion, I find that the State Medical Facilities Plan is outdated and inapplicable to 
a determination of need for liver transplantation services and does not support the award of a 
COPN to SNGH for liver transplantation services at this time. Additionally, because the system 
presently (i) reflects no need for additional liver transplantation sites in light of organ supply; (ii) 
appears to have no excess of transplantation procedures requiring accommodation whereas 
approval of another site could result in an excess of facilities lacking volume to meet the national 
average or to assure essential technical experience; and (iii) should maintain and sustain 
necessary training programs in the Commonwealth, the applicatioJLfor a COPN for liver 
transplantation services at SNGH is premature. If the volume of liver transplants performed by 
the other transplant centers in the Commonwealth resumes its former increase, then the addition 
of another liver transplant center may not pose a threat to quality or established medical training 
programs and may provide a more convenient site for residents of PDs 20, 21, and 22. At this 
point in time, however, I determine that any possible convenience gained by these residents is 
outweighed by the risk of adversely affecting quality and having a possibly serious negative 
impact on an established medical training program, and I direct the Division of Certificate of 
Public Need to initiate a process to update the State Medical Facilities Plan regarding liver 
transplantation services. 
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Thomas W. McCandlish, Esquire 
November 3, 1997 
Page4 

As provided by Rule 2A:2 of the Rules of the Supreme Court of Virginia, you have 30 
days from the date of service (the date you actually received this decision or the date it was 
mailed to you, whichever occurred first) within which to appeal this decision by filing notice 
with the State Health Commissioner. In the event that this decision is served on you by mail, 
three days are added to that period. 

Enclosures 

Sincerely, 
~ 

.. ·" I 
1 / ' "'\//"· 
-f.... -·. ._.,.,., r--' ,·· ·~ 
.; -""''(,...., ~.. /'"" • ~ ( .. 4 ., :,. ..--.. . , . -~· ... 

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

pc: Raymond 0. Perry, M.P.H., Adjudication Officer 
CarolS. Nance, Assistant Attorney General 
Paul E. Parker, Director, Division of Cenificate of Public Need 
Nancy R. Hofheimer, Director, Center for Quality Health Care Services and Consumer 

Protection 
Paul M. Boynton, Executive Director, Eastern Virginia Health Systems Agency 
Joseph M. Teefey, Director, Department of Medical Assistance Services 
Trigon Blue Cross/Blue Shield of Virginia 
The Honorable Roben C. Metcalf, Secretary of Health and Human Resources 
Members of the State Board of Health 
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COURT OF APPEALS OF VIRGINIA 

Present: Judges Benton, Bray and Senior Judge Overton 
Argued at Norfolk, Virginia 

SENTARA NORFOLK GENERAL HOSPITAL 

v. Record No. 1798-98-1 
OPINION BY 

JUDGE NELSON T. OVERTON 
JULY 27, 1999 

STATE HEALTH COMMISSIONER 
and 
EASTERN VIRGINIA HEALTH SYSTEMS AGENCY, INC. 

FROM THE CIRCUIT COURT OF THE CITY OF NORFOLK 
Theodore J. Markow, Judge Designate 

Thomas W. McCandlish (Laura G. Aaron; Mary 
Jane Hall; Mezzullo & McCandlish, on 
briefs), for appellant. 

Carol S. Nance, Assistant Attorney General 
(Mark L. Earley, Attorney General; Ashley L. 
Taylor, Jr., Deputy Attorney General; 
Jane D. Hickey, Senior Assistant Attorney 
General, on brief), for appellee State 
Health Commissioner. 

No brief or argument for appellee Eastern 
Virginia Health Systems Agency, Inc. 

Sentara Norfolk General Hospital (Sentara) appeals from a 

decision of the Circuit Court of the City of Norfolk that 

affirmed a ruling of the State Health Commissioner 

(Commissioner). The Commissioner denied Sentara a Certificate 

of Public Need (COPN) to initiate ~ liver transplant service at 

its hospital in Norfolk, Virginia. Sentara contends the 

Commissioner committed reversible error when he denied Sentara's 

application, despite the fact that the application satisfied all 
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the existing criteria for issuing a COPN. Sentara also argues 

that the Commissioner's decision was based upon evidence not 

contained in the record and upon a material mistake of fact. We 

agree and reverse the trial court. 

I . 

On July 31, 1996, Sentara filed an application for a COPN 

seeking authorization to perform liver transplants. Following a 

public hearing, the Eastern Virginia Health Systems Agency Board 

voted to recommend approval of the COPN. On February 28, 1997, 

however, the Department of Health's Division of Certificate of 

Public Need (DCOPN) recommended that the application be denied. 

The matter was then referred to an adjudication officer. 

Following an informal hearing, the adjudication officer 

issued a report recommending that the COPN be approved. The 

adjudication officer concluded that Sentara's plan satisfied all 

the applicable statutory factors, including all applicable 

factors listed in the State Medical Facilities Plan (SMFP) . 1 

With regard to the SMFP's minimum requirement that a facility 

perform twelve transplants per year, he found that Sentara would 

perform six transplants in the first year of its program, twelve 

in the second year, and fifteen in the third year. The 

adjudication officer further found that "it may be anticipated" 

1The version of the SMFP in effect at the time this petition 
was filed was adopted in 1992. 
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that Sentara eventually would be able to substantially exceed 

the regulatory minimum. 

The evidence before the adjudication officer proved that in 

1996, facilities able to perform liver transplants nationwide 

averaged thirty-six such procedures for the year. Medical 

College of Virginia Hospital (MCVH) performed sixty-six liver 

transplants in 1996, the University of Virginia Hospital (UVAH) 

performed thirty-seven, and Fairfax Hospital performed 

fifty-three. From 1992 through 1995, MCVH performed, 

respectively, thirty-one, thirty-seven, thirty-three, and 

thirty-nine liver transplants. 

In 1994, eighteen residents of Sentara's primary service 

area received liver transplants. This figure rose to twenty-one 

in 1995, and twenty-eight in 1996. 2 The. adjudication officer 

noted that forty to fifty percent of liver transplant patients 

at MCVH, and ten to twenty percent of liver transplant patients 

at UVAH originated from Sentara's potential service area. 3 

2 Dr. Michael Ryan testified that, of the twenty-eight 
persons from Sentara's potential service area who received liver 
transplants in 1996, MCVH performed twenty-four of those 
procedures. 

3In another section of his report, the adjudication officer 
indicated that "[b]ased upon the analysis performed by the staff 
of DCOPN, [Sentara] service area residents make up about 30% of 
the utilization of the MCVH liver transplant program." It is 
not clear from the record how these apparently inconsistent 
figures were calculated. Based on Dr. Ryan's testimony, 36% of 
MCVH's transplant patients in 1996 came from Sentara's potential 
service area. 

- 3 -
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Nevertheless, he found that "the development of a liver 

transplant service at [Sentara] should only marginally alter the 

volume of liver transplants at MCVH, which is located in Health 

Planning Region (HPR) IV, 4 where a fully accredited fellowship 

training program for liver transplant surgeons exists." The 

adjudication officer explained that "the number of liver 

transplant patients from eastern Virginia appears to be 

increasing and, coupled with the projected slow start-up of the 

[Sentara] liver transplant service, no significant impact on 

liver transplant volume at the MCVH transplant center should 

occur in the first three years." 

The Commissioner rejected the adjudication officer's 

recommendation and denied the COPN. Citing the average numbers 

of transplants performed in Virginia and nationwide in 1996, the 

Commissioner found that the SMFP minimum transplant requirement 

was too low and out of date. The Commissioner stated: 

I find that the provisions of the State 
Medical Facilities Plan as they relate to 
liver transplantation services are 
inaccurate, outdated, inadequate or 
otherwise inapplicable. Because they fail 
to reflect current standards, they should 
not be applied here, and I will direct that 
procedures be initiated to make appropriate 
amendments to such plan. 

4The Commonwealth is divided into five Health Planning 
Regions (HPRs) . MCVH is in region· IV, while Sen tara is in 
region V. 
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The Commissioner further found that "[i]ndications in the 

healthcare system are that the numbers of available organs may 

be reaching a plateau." This fact would limit the number of 

procedures that could be performed each year, regardless of 

whether the demand for liver transplants continued to grow. The 

Commissioner expressed concern that adding a liver transplant 

program at Sentara could adversely affect other Virginia 

facilities, especially MCVH and UVAH. He cited the adjudication 

officer's finding that forty to fifty percent of MCVH's liver 

transplant volume, and ten to twenty percent of UVAH's volume 

carne from Sentara's potential service area. The Commissioner 

also expressed concern that spr~ading patients over four 

programs would significantly reduce the average number of liver 

transplants performed at each facility and that this overall 

per-facility decrease in volume could adversely affect the 

quality of care each facility provided. 

The Commissioner continued that, even if Sentara's 

transplant numbers remained around fifteen per year, the SMFP 

contemplates 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." 
Thus, even the unamended State Medical 
Facilities Plan governing liver 
transplantation services is not binding as 
to minimum acceptable volumes. 
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The Commissioner suggested that, by performing twelve to fifteen 

transplants per year, Sentara might not be able to develop and 

maintain "essential technical expertise." 

Finally, the Commissioner found that granting the COPN to 

Sentara could, by lowering the number of transplants performed 

at MCVH, adversely impact MCVH's liver transplant fellowship 

program. In what he now concedes was a mistake of fact, the 

Commissioner noted that the American College of Surgeons 

requires training facilities to perform forty-five transplants 

per year. The standard had been recently amended, however, by 

requiring transplant fellows to perform forty-five liver 

transplants during the course of their two-year fellowships. 

Sentara appealed the Commissioner's ruling to the trial 

court, which affirmed the Commissioner. The trial court found 

that the Commissioner did not abuse his discretion in rejecting 

the COPN, even though Sentara met all the minimum SMFP 

requirements. The court held that the Commissioner's reliance 

on extra-record evidence and "institutional knowledge" regarding 

organ donation rates did not result in substantial prejudice to 

Sentara. Similarly, the trial court also ruled that the 

Commissioner's mistake of fact regarding fellowship requirements 

constituted harmless error. 

II. 

"Under Code § 32.1-24, the provisions of the Virginia 

Administrative Process Act . . . govern the procedures for 
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rendering case decisions and issuing orders and regulations by 

the Commissioner." Johnston-Willis, Ltd. v. Kenley, 6 Va. App. 

231, 241, 369 S.E.2d 1, 6 (1988). "[T]he party complaining of 

an agency action has the burden of demonstrating an error of law 

subject to review." Hilliards v. Jackson, 28 Va. App. 475, 479, 

506 S.E.2d 547, 549 (1998). 

Errors of law fall into two categories: 
first, whether the agency decisionmaker 
acted within the scope of his authority, and 
second, whether the decision itself was 
supported by the evidence. Where the agency 
has the statutory authorization to make the 
kind of decision it did and it did so within 
the statutory limits of its discretion and 
with the intent of the statute in mind, it 
has not committed an error of law in the 
first category. 

Johnston-Willis, 6 Va. App. at 242, 369 S.E.2d at 7. 

The level of deference accorded to an agency decision 

depends upon the nature of the legal question involved. 

"[W]here the question involves an interpretation which is within 

the specialized competence of the agency and the agency has been 

entrusted with wide discretion by the General Assembly, the 

agency's decision is entitled to special weight in the courts." 

Id. at 244, 369 S.E.2d at 8. Such deference is not in order, 

however, where the issue is one in which the courts have a 

special competence. See id. at 243-44, 369 S.E.2d at 7-8. 

"Thus, where the legal issues require a determination by the 

reviewing court whether an agency has, for example, accorded 

constitutional rights, failed to comply with statutory 
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authority, or failed to observe required procedures, less 

deference is required . " Id. at 243, 369 S.E.2d at 7-8. 

III. 

Code § 32.1-102.3 provides that no hospital can commence 

any project without first obtaining a COPN from the 

Commissioner. 

Any decision to issue or approve the 
issuance of a certificate shall be 
consistent with the most recent applicable 
provisions of the State Medical Facilities 
Plan; however, if the Commissioner finds, 
upon presentation of appropriate evidence, 
that the provisions of such plan are 
inaccurate, outdated, inadequate or 
otherwise inapplicable, the Commissioner, 
consistent with such finding, may issue or 
approve the issuance of a certificate and 
shall initiate procedures to make 
appropriate amendments to such plan. 

Code § 32.1-102.3(A) (emphasis added). 

Sentara contends that while Code§ 32.1-102.3(A) allows the 

Commissioner to grant a COPN if there is a need therefor and the 

Commissioner finds that the SMFP is outdated, the Commissioner 

cannot deny a COPN based on a finding that the existing SMFP is 

outdated. The Commissioner asserts that the statutory language 

"may issue or approve the issuance" of a COPN means that he may 

grant 2£ deny a certificate on the ground that the SMFP is 

inaccurate or outdated. We agree with Sentara. 

"[A]drninistrative agencies, in the exercise of their 

powers, may validly act only within the authority conferred upon 

them by statutes vesting power in them." Sydnor Pump & Well Co. 
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v. Taylor, 201 Va. 311, 316, 110 S.E.2d 525, 529 (1959). And 

appellate courts "'must construe the law as it is written. An 

erroneous construction by those charged with its administration 

cannot be permitted to overrule the clear mandates of a 

statute.'" Richmond v. County of Henrico, 185 Va. 176, 189, 37 

S.E.2d 873, 879 (1946) (citation omitted), modified on other 

grounds, 185 Va. 859, 41 S.E.2d 35 (1947). 

"A primary rule of statutory construction is that courts 

must look first to the language of the statute. If a statute is 

clear and unambiguous, a court will give the statute its plain 

meaning." Loudoun County Dep't of Social Servs. v. Etzold, 245 

Va. 80, 85, 425 S.E.2d 800, 802 (1993). "Generally, the words 

and phrases used in a statute should be given their ordinary and 

usually accepted meaning unless a different intention is fairly 

manifest." Woolfolk v. Commonwealth, 18 Va. App. 840, 847, 447 

S.E.2d 530, 534 (1994). "[W]e must assume that 'the legislature 

chose, with care, the words it used when it enacted the relevant 

statute, and we are bound by those words as we interpret the 

statute.'" City of Virginia Beach v. ESG Enters., Inc., 243 Va. 

149, 153, 413 S.E.2d 642, 644 (1992) (citation omitted). 

Because this is an issue of statutory construction, we owe 

less deference to the Commissioner's interpretation. We 

interpret Code§ 32.1-102.3(A) as providing that the 

Commissioner may, but is not required to, issue a COPN where a 

public need has been demonstrated for a project, but where the 
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petition does not satisfy an outdated or inaccurate SMFP. We 

reject the Commissioner's assertion, however, that the General 

Assembly intended to grant the Commissioner the authority to 

deny a COPN on the ground that the SMFP is outdated or 

inaccurate. The plain language of the statute provides that the 

Commissioner "may issue or approve" a petition that does not 

comply with an outdated or inaccurate SMFP. (Emphasis added.) 

It does not provide that he may deny or disapprove a petition on 

this basis. Accordingly, to the extent the Commissioner denied 

this application on the ground that the SMFP standards were 

outdated, inaccurate, inadequate or otherwise inapplicable, he 

exceeded his statutory authority. 

IV. 

Sentara further contends the circuit court erred in holding 

that the Commissioner's reliance on extra-record evidence of 

liver donation rates did not result in substantial prejudice to 

Sentara and that the court erred when it found that the 

Commissioner's mistake of fact regarding fellowship requirements 

was not material. 

The adjudication officer did not make a finding regarding 

organ donation rates, although the record contains evidence 

concerning those rates. In a September 17, 1996 letter to the 

executive director of the Eastern Virginia Health Systems 

Agency, MCVH's Dr. Marc Posner wrote that in the three years 

through 1995, the number of liver transplants performed in 
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Virginia had reached a plateau, "indicating the driving force is 

now only the numbers of available donor organs." At the May 20, 

1997 hearing conducted by the adjudication officer, Dr. John 

Colonna testified that "[w]e have all seen, at least in D.C., a 

great slowing on our organ donation since the recent 60 minute 

thing on non heartbeat donors." (Emphasis added.) There was 

also evidence that MCVH has to "import" livers from out of state 

and that liver transplants generally have always been limited by 

the supply of donated organs. 

Also contained in the record is a chart titled "MCV Liver 

Transplant Program--Liver Donations in Virginia." The chart 

reflects that liver donations in Virginia increased every year 

from 1991 through 1994, but declined in 1995. Despite this 

decline, however, the number of liver transplants performed in 

Virginia in 1995 was fourteen percent higher than the number 

performed in 1994. And the 156 liver transplants performed in 

Virginia in 1996 was twenty-one percent higher than the 1994 

figure. Statistics in the record reflect that the number of 

liver transplants in Virginia grew from twenty-two in 1988 to 

156 in 1996. 

We addressed the issue of extra-record evidence in 

Johnston-Willis: "Members of an administrative body cannot 

decide issues on personal knowledge, but must rely upon the 

evidence produced before them." Id. at 258, 369 S.E.2d at 16. 

Accordingly, as a preliminary matter, we must determine whether 
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evidence in the record proved that organ donation rates had 

reached a plateau, or whether the Commissioner relied on 

extra-record evidence in reaching this conclusion. 

"The standard of review of an agency's factual findings on 

appeal to a circuit court is limited to determining whether 

substantial evidence in the agency record supports its 

decision." Avante at Lynchburg, Inc. v. Teefey, 28 Va. App. 

156, 160, 502 S.E.2d 708, 710 (1998) (emphasis added). Under 

the "substantial evidence" standard, an agency's factual 

findings should be rejected "'only if, considering the record as 

a whole, a reasonable mind would necessarily come to a different 

conclusion.'" Tidewater Psychiatric Inst. v. Buttery, 8 Va. 

App. 380, 386, 382 S.E.2d 288, 291 (1989) (quoting Virginia Real 

Estate Comm'n v. Bias, 226 Va. 264, 269, 308 S.E.2d 123, 125 

(1983)). "The phrase 'substantial evidence' refers to 'such 

relevant evidence as a reasonable mind might accept as adequate 

to support a conclusion.'" Bias, 226 Va. at 269, 308 S.E.2d at 

125 (citation omitted). Additionally, "the court must review 

the facts in the light most favorable to sustaining the 

[Commissioner's] action and 'take due account of the presumption 

of official regularity, the experience and specialized 

competence of the [Commissioner], and the purposes of the basic 

law under which the [Commissioner] has acted.'" Bio-Medical 

Applications of Arlington, Inc. v. Kenley, 4 Va. App. 414, 427, 

358 S.E.2d 722, 729 (1987) (quoting Code§ 9-6.14:17). 
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Having reviewed the record, including those specific 

portions cited by the Commissioner, we find as a matter of law 

that the evidence contained in the record is insufficient to 

support the Commissioner's finding that organ donation rates 

have reached a plateau. 5 At best, the evidence in the record on 

trends in organ donation rates is inconclusive. We cannot 

conclude, for example, that a one year decline in organ donation 

rates reflects a trend. This faulty logic is demonstrated by 

the evidence on liver transplant rates. The number of liver 

transplants performed in Virginia declined in 1992 and 1994, but 

increased in 1993 and in 1995 and 1996. We conclude, therefore, 

, that the Commissioner relied on extra-record evidence in making 

his factual finding on organ donation rates. 

The Commissioner asserts that information on organ donation 

rates constituted part of his "institutional knowledge," upon 

which he could rely in making such a determination. While we do 

not reach the issue of whether the Commissioner can ever rely on 

institutional knowledge in making a decision on a COPN 

application, we hold that statistical evidence such as trends in 

organ donation rates does not constitute institutional 

knowledge. Similarly, the Commissioner has failed to establish 

5The Joint Appendix contains a photocopy of a 1998 newspaper 
article reporting that "the number of cadaver donors has 
remained at 5,400 a year for three years." In addition to the 
fact that this figure does not specifically address the level of 
liver donations, the article was published after the 
Commissioner rendered his decision. 
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that this empirical evidence could be classified as a "public 

statistic." Cf. Johnston-Willis, 6 Va. App. at 259, 369 S.E.2d 

at 16 (finding that data regarding birth and fertility rates 

received from the Virginia Center for Health Statistics 

constituted "public statistics" upon which the Commissioner 

could rely even though the statistics were not part of the 

record) . 

Having concluded that the Commissioner improperly relied 

upon extra-record evidence, we must determine whether this 

reliance constituted reversible error. 

[T]he rules of evidence are relaxed in an 
administrative proceeding and the findings 
will not be reversed solely because the 
Commissioner considered evidence not in the 
record. "[T]he mere fact that the [agency] 
has looked beyond the record does not 
invalidate its action unless substantial 
prejudice is shown to result." "No 
reversible error will be found . . . unless 
there is a clear showing of prejudice 
arising from the admission of such evidence, 
or unless it is plain that the agency's 
conclusions were determined by the improper 
evidence, and that a contrary result would 
have been reached in its absence." 

Johnston-Willis, 6 Va. App. at 258, 369 S.E.2d at 16 (citations 

omitted) . 

If the record contains sufficient evidence to sustain the 

Commissioner's ruling, then Sentara's claim that it was 

prejudiced by the Commissioner's consideration of extra-record 

evidence regarding organ donation rates must fail. In reviewing 

the record, we owe "deference to [the agency's] findings of 
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fact, [and] where substantial evidence in the record exists to 

support the agency's conclusions, we may not substitute our own 

judgment for that of the agency." Smith v. Dept. of Mines, 

Minerals & Energy, 28 Va. App. 677, 687, 508 S.E.2d 342, 347 

(1998). Nevertheless, "the reviewing courts should not abdicate 

their judicial function and merely rubber-stamp an agency 

determination." Johnston-Willis, 6 Va. App. at 243, 369 S.E.2d 

at 7-8. We will overturn the Commissioner's decision if it is 

arbitrary and capricious. See Tidewater Psychiatric Inst., 8 

Va. App. at 386, 382 S.E.2d at 291. 

The evidence proved, and the Commissioner did not dispute, 

that Sentara's petition satisfied all the pertinent statutory 

factors and the minimum requirements in the SMFP. See Code 

§ 32.1-102.3(B). The Commissioner expressed two concerns: 1) 

the negative effect Sentara's program might have on the liver 

transplant programs at MCVH and UVAH, and 2) whether Sentara 

would be performing a sufficient number of transplants each year 

to maintain the requisite level of surgical expertise. 

The Commissioner's concern that Sentara's program would 

adversely affect MCVH was speculative at best. By its third 

year, Sentara would be performing only fifteen transplants per 

year. Even if we assumed that all these patients would have 

been treated by MCVH, the number of transplants performed at 
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transplants a facility must perform each year to maintain its 

expertise in the field. The Commissioner's finding that Sentara 

would not be performing a sufficient number of transplants to 

maintain technical expertise is also not supported by the 

evidence. 

When Sentara's petition is viewed in conjunction with the 

current SMFP and the other evidence in the record, it is 

apparent that the Commissioner's decision denying the COPN was 

arbitrary and capricious. Since the evidence contained in the 

record was insufficient to support the Commissioner's denial of 

the petition, we must find that Sentara was substantially 

prejudiced by the Commissioner's consideration of extra-record 

evidence regarding organ donation rates. Accordingly, the 

Commissioner's reliance on this evidence constituted reversible 

error. 

Likewise, we cannot say the Commissioner's mistake of fact 

regarding fellowship requirements was harmless error. In the 

absence of substantial credible evidence supporting the 

Commissioner's decision to deny the COPN, we must assume that 

Sentara was also prejudiced by this mistake of fact. 

For the reasons stated above, we hold that the Commissioner 

exceeded his statutory authority when he denied Sentara's 

petition for a COPN on the ground that the SMFP was out of date. 

Based on our review of the record, we hold that the 

Commissioner's denial of the petition was arbitrary and 
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capricious. And, in the absence of substantial evidence 

otherwise supporting the Commissioner's decision, his reliance 

on extra-record evidence and his mistake of fact regarding 

fellowship program certification requirements constituted 

reversible error. Accordingly, the judgment of the trial court 

is reversed and the case is remanded to the trial court for 

remand to the Commissioner, who is instructed to issue the COPN 

to Sentara and to conduct any further proceedings consistent 

with this decision. Sentara's request for costs and fees is 

denied. 

Reversed and remanded. 
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Dear Counsel: 
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400 NORTH NINTH STREET ..... w.~ • •••••• •• 
RICHMOND, VIRGINIA 23219•1999 

This case is before the court on a Petition for Appeal from a 
decision of the State Health Commissioner which declined to award 
a Certificate of Public Need (MCOPN") to Sentara Norfolk General 
Hospital c·sentara•) to operate a liver transplant service. 

I. 

On July 31, 1996, Sentara submitted a COPN application to 
perform liver transplants. The Eastern Virginia Health Systems 
Agency (MEVHSA") held a public hearing on September 16, 1996. The 
EVHSA Board met on November 12, 1996 to consider Sentara's 
application and recommended that the project be approved, despite 
the fact that the EVHSA staff recommended a denial of Sentara•s 
COPN. The Board found that the project would improve the 
availability and geographic accessability of liver transplant 
services for local residents and held that a liver transplant 
service would complement the other transplant services already 
provided by Sentara. On February 28, 1997, the staff of the 
Department of Health, Division of Certificate of Public Need, 
recommended that the project be denied. An informal, non­
adversarial fact finding conference was conducted by Raymond Perry, 
Adjudication Officer, on May 20, 1997. Sentara presented evidence 
regarding its compliance with the State Medical Facilities Plan 
(MSMFP") , VR 355-30-105, and the twenty statutory criteria for 
issuance of a COPN, Va. Code § 32.1-102.3. 
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Part II, SS 2.1 through 2.6, of the State Facilities Medical 
Plan includes provisions on Acceptability, Accessibility (within a 
two hour drive of 95% of Virginia's population), Availability (no 
more than one liver transplant program per health planning region), 
Continuity of Care, Cost (comparable to other similar service 
providers in the health planning region and the commonwealth), and 
Quality (minimum of twelve liver transplants annually; 
substantially more for successful programs; minimum survival rates 
of 50-60%; staffing, operations, and support services in place). 

After evaluating Sentara•s application for consistence with 
the SMFP criteria, the Commissioner was bound to consider the 
followinq criteria pursuant to Code S 32.1-102.3: (l) the 
recommendation of the EVHSA; (2) the relationship of the project to 
the SMFP; (3) the relationship of the project to Sentara's long­
range development plan; (4) the need that the population to be 
served has for the liver transplant service; (5) the extent to 
which the project will be accessible to all residents of the 
proposed service area; ( 6) the area, population, topoqraphy, 
highway facilities and availability of liver transplant services in 
the proposed health service area; (7) less costly or more effective 
methods of reasonably meeting identifi~d health service needs; (8) 
the immediate and long-term financial feasibility of the project; 
(9) the relationship of the project to the existing health care 
system of the proposed project area; (10) the availability of 
resources for the project; (11) the organizational relationship of 
the project to necessary ancillary and support services; (12) the 
relationship of the project to the clinical needs of medical 
training programs in the proposed project area; (13) the special 
needs of Sentara for a COPN if a substantial portion of its 
services and/or resources are provided to individuals not residing 
in the health service area in which the project will operate; (14) 
the special needs and circumstances of health maintenance 
organizations; (15) the special needs and circumstances for 
biomedical and behavioral research projects; (16) the costs and 
benefits of any proposed construction; (17) the probable impact of 
the projects on Sentara' s costs of, and charges for, providing 
health care and on the costs and charges to the public for 
providing health care by other area providers; (18) likelihood for 
increased competition which serves to promote quality assurance and 
cost effectiveness; (19) efficiency and appropriateness of using 
existing services and facilities in the area similar to Sentara's 
proposed center; and (20) the impact on existing and proposed 
institutional training programs for students, interns, and 
residents. Va. CodeS 32.1-102.3(8)(1)-(20). 

The Adjudication Officer found that Sentara's application was 
consistent with all SMFP criteria. The Adjudication Officer's 
recommendation for approval of Sentara's application was forwarded 
to the State Health Commissioner. This recommendation was reviewed 
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in the context of the entire Agency Record, as well as in the 
context of the Commissioner's professional knowledge of the health 
care system. The Commissioner rejected the Adjudication Officer's 
decision for the following reasons: 

1. The 1992 SMFP standards regarding minimum transplant volume 
(twelve) were inaccurate, outdated, inadequate, or otherwise 
inapplicable in light of current average volumes in the 
commonwealth's transplant centers (fifty-two) and among 
training centers certified by the American College of Surgeons 
(forty-five) •1 

2. If established, Sentara's liver transplant center may erode 
the quality of other transplant centers outside its service 
area by eliminating referrals to the Medical College of 
Virginia and the University of Virginia. This redistribution 
of patients would reduce the Commonwealth's liver transplant 
program below the national average of thirty-six transplants 
per center. The increased volume of transplant capability 
might also face a shortage of available transplant organs. 
Even assuming that Sentara performs its mandatory minimum 
volume of transplants, this does not indicate a need for 
additional transplantation programs. 

3. If established, the Sentara liver transplant center may 
seriously impact the continued. certification of the 
established liver transplant fellowship training program at 
MCV Hospital. ~ va. codeS 32.1-102.3(8)(20). 

II. Leqal Standard 

Judicial review of agency action may include (as here) a 
determination of whether there was substantial evidence in the 
agency record to support its findings of fact. Bio-Medigal 
A~~lications of Arlington. Inc. y. Kenley, 4 Va. App. 414, 427 
(1987) (citing State Board of Health y. Godfrey, 223 Va. 423, 433 

1 The State Health Commissioner concedes that he 
misinterpreted the training center requirements. Each training 
fellow must perform forty-five liver transplants as primary surgeon 
during the two-year fellowship program (R-954, 1086). Assuming 
there is one new fellow each year, as well as an expert surgeon 
directing the program and performing the majority of procedures 
during the first year of each fellow's training, the training 
facilities will exceed forty-five transplants per year. In light 
of the other fiqures cited in support of the Commissioner's 
position, the court finds any error relating to relying on this 
incorrect training figure to be harmless. sa& Johnston-Willis. 
Ltd. y. Kenley, 6 Va. App. 231, 258-59 (1988}. 
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(1982)). •"'The phrase .. substantial evidence• refers to .. such 
relevant evidence as a reasonable mind might accept as adequate to 
support a conclusion.•" ~- (citing Virginia Real Estate Comm'n y. 
BiAa, 226 va. 264, 269 (1983)). The burden of proving a lack of 
substantial evidence in the record to support the Commissioner's 
decision is on Sentara. va. Code S 9-6.14:17. •The Commissioner's 
decision must show that due consideration was given to the evidence 
bearing upon those factors which were relevant to the application 
under consideration" rather than all twenty Code factors. Big: 
Medical Applications of Arlington. Inc., 4 Va. App. at 429. The 
Court must •take due account of the presumption of official 
reqularity, the experience and specialized competence of the 
agency, and the purpose of the basic law under which the aqency has 
acted... Id. 

•A decision to issue or approve the issuance of a [COPNJ shall 
be consistent with the most recent provisions of the (SMFP]; 
however, if the Commissioner finds, upon presentation of 
appropriate evidence, that the provisions of such plan . are 
inaccurate, outdated, inadequate or otherwise inapplicable, the 
Commissioner, consistent with such finding, may issue or approve 
the issuance of a (COPN] gr. shall initiate procedures to make 
appropriate amendments to such plan." va. Code S 32.l-102.3(A} 
(emphasis added). The Commissioner's decision on whether the SMFP 
is inaccurate, outdated, inadequate or otherwise inapplicable is a 
discretionary matter within his specialized competence and is 
entitled to qreat deference. ~ generally palton y. United 
States, 816 F.2d 971 (4th Cir. 1987) (•may" confers a discretionary 
power in an aqency setting). The court may only interfere where 
such action is arbitrary and capricious, constituting a clear abuse 
of the Commissioner's delegated discretion. Johnston-Willis. Ltd. 
y. Kenley, 6 Va. App. 231, 244 (1988) (citation omitted). 

III. Discussion 

Sentara alleges that the Commissioner's decision is legally 
deficient in three major respects: it exceeds the scope of his 
authority under law; it relies on evidence that does not appear in 
the record; and it relies on a mistake of fact reqardinq an alleged 
adverse impact the project might have on the liver transplant 
program at MCV. 

First, Sentara arques that since Sentara' s application is 
fully •consistent• with the most recent SMFP provisions it must be 
approved by the Commissioner. .&.wl Va •. Code S 32.1-102.3 (A) C'Any 
decision to issue or approve the issuance of a (COPN] shall be 
consistent with the most recent applicable provisions of the 
[SMFP].·) This assertion is patently incorrect. If an applicant 
complies with all criteria in the current SMFP then the 
Commissioner •may" issue the COPN. If the SMFP is not complied with 
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then he may not issue the COPN. Compliance does not mandate 
issuance. If it did then there would be no need for a 
Commissioner's judqment and expertise. The court cannot discern 
that legislative intent from the desiqn of the statute. 

The Commissioner found that the SMFP provisions regarding 
transplant volume were •outdated• and •inadequate• for current 
conditions circa 1997, even though Sentara • s application was 
admittedly consistent with the current regulations promulgated in 
1992. Sentara proposed to perform six liver transplants in year 
one, twelve transplants in year two, and fifteen in year three (R-
134, 119, 278 & 418). The SMFP minimum utilization is twelve 
transplants annually. SMFP S 2.6(A) (1). •successful transplantation 
programs are expected to perform substantially larger numbers of 
transplants annually. Performance of minimum transplantation 
volumes does not necess~rily indicate a need for additional 
transplantation capacity or programs. • SMFP S 2. 6 (A) ( 2) • The 
national average volume of transplants per center was thirty-six in 
1994 (R-677) and forty-three in 1995 (R-654). Virginia transplant 
centers performed an average of fifty-two procedures in 1996 (R-
660, 834). 

The Commissioner did not abuse his discretion in denying the 
issuance of the COPN. Code S 32.1-102.3(A) is written in the 
alternative: either the Commissioner •may• (but not must) issue or 
approve the COPN, ~ he shall (must) initiate amendment 
proceedings. Here, the Commissioner rejected Sentara•s COPN and 
expressly directed the Division of Certificate of Public Need to 
initiate a process to update the SMFP regarding liver 
transplantation services. The Commissioner was acting within the 
discretionary authority conferred upon him by statute. 

Sentara next arques that the Commissioner may not unilaterally 
amend the SMFP standards and retroactively apply these provisions 
to the petitioner. •The most recent applicable provision of the 
[SMFP] shall remain in force until any such chapter is amended, 
modified or repealed by the Board of Health.• 12 VAC s-220-10. 
The court finds that the Commissioner neither amended nor 
retroactively applied the SMFP regarding liver transplants. He 
merely determined that the SMFP minimum volume requirement was 
•outdated• and • inadequate• for current conditions, recommended that 
the Division of Certificate of Public Need initiate the amendment 
process, and then exercised his discretion to deny Sentara•s COPN 
application. 

The petitioner alleges that the Commissioner's finding that 
•the number of available organs may be reachinq a plateau" is 
unsupported by any evidence in the administrative record. Sentara 
argues that the number of liver transplants performed in the 
Commonwealth and ·originating from the Tidewater area (Sentara•s 
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location) has been growing at an average annual rate of 30%. R-
834, 836. The petitioner maintains that the Commissioner's use of 
extra-record evidence has resulted in substantial prejudice. 
United States y. Pierce Auto freight Lines. Inc., 327 U.S. 515, 530 
(1946) (administrative agency's consideration of information 
outside the record does not invalidate its action unless 
substantial prejudice is shown). In response, the Commissioner 
arques that his institutional knowledge of the Commonwealth's 
health care system contributed to his declaration on the maturity 
of the liver transplant market in Virginia. He found that the 
number of available organs may be reaching a plateau, which will 
result in a stabilization of the ac-tual number of transplants 
performed. Establishing a liver transplant center at Sentara will 
reduce its referrals to other liver transplant centers (twenty­
eight patients2 were referred outside its service area in 1996 (R-
836)), thus reducing their transplant volume and quality of 
services. The overall result would be to reduce the annual number 
of liver transplants performed in each Virginia facility below the 
national average of thirty-six. 

The test for substantial evidence is whether Mconsidering the 
record as a whole, a reasonable mind would necessarily come to a 
different conclusion.~ Virginia Real Estate Commission y. Bjas, 
226 Va. 264, 269 (1983) (citation omitted). The record as a whole 
contains information on referrals and the transplant volume of 
competing facilities (both existing programs and training 
facilities). Combining these documented facts with the 
Commissioner's institutional knowledge of the availability of 
transplant organs, a reasonable mind could not necessarily conclude 
that Sentara's COPN should be approved. 

Substantial prejudice has not resulted from the Commissioner's 
reliance on institutional knowledge and extra-record evidence. As 
detailed above, the SMFP criteria are a •threshold~ that must be 
overcome before considering the S 32 .1-102.3 provisions. The 
Commissioner found the 1992 SMFP standards on transplant volume to 
be outdated and inadequate in light of current data. This finding, 
coupled with a recommendation to amend the requisite number of 
procedures, was sufficient to deny the COPN. Further discussion of 
the project's impact on competing facilities, available organs and 
training proqrams was unnecessary, but hardly prejudicial. 

Finally, the petitioner argues that the Commissioner's 

2 This number was projected to qrow to as many as thirty-seven 
patients in 1998 (R-838). Each liver transplant performed at 
Sentara would be one transplant not performed at one of the other 
facilities in the Commonwealth, thus decreasing the annual volume 
of competing centers. 
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decision relies on a mistake of fact regarding an alleged adverse 
impact the project might have on MCV's liver transplant program. 
As discussed in note 1, the court finds this misinterpretation to 
be harmless error. 

In conclusion, the court denies the Petition for Appeal. An 
Order implementing this decision is enclosed. 
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VIRGINIA: 
In the Circuit Court o~ the City o~ Norfolk 

SENTARA NORFOLK GENERAL HOSPITAL Petitioner 

v. 97-2071 

STATE HEALTH COMMISSIONER, ET AL. Respondents 

0 I D I I 

The parties appeared, by counsel, for hearing on the Petition 

for Appeal. Memoranda was received and arqument was heard. For 

the reasons stated in the court's letter opinion to counsel, it is 

hereby ORDBRBD that the Petition for Appeal is denied. 

Petitioner's objections are noted. 

A copy of this order was this day mailed to counsel of record. 

In accordance with Rule 1: 13 of the Rules of Virginia Supreme 

court, the court dispenses with the requirement of endorsement. 

ENTER 
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COMMONWEALTH of VIRGINIA 

RANDOLPH L GORDON. M.D., M.P.H. 

Depar11nen1 of Heallh 
P 0 BOX 2448 

RICHMOND, VA 23218 COMMISSIONER TOO 1-800-828-1120 

November 3, 1997 

~-... -
\'!J!P : •• . ' .. ~-

Thomas W. McCandlish, Esquire 
Mezzullo and McCandlish NOY.: 1 0 ·1997 
1111 East Main Street, Suite I 500 
Richmond, Virginia 23206 

Dear Mr. McCandlish: 

Re: Certificate of Public Need No. V A-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 ofYirainia 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 fmdings, 
conclusions, and recommendation of Raymond 0. 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 ofVirginia·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 
perfonn substantially larger numbers of transplants annually. Perfonnance 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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transplants perfonned per transplant center nationally in 1994 was 36. In 1996 the 
average number of liver transplants performed per transplant center in Virginia 
was 52. The American College of Surgeons requires transplant centers to perfonn 
at least 45 liver transplants in order to be certified as training centers. 

The State Medical Facilities Plan governing organ transplantation services was 
promulgated in 1992 and has not been amended. It is apparent from the more 
current statistics cited above that statistics used in 1992 to identify the minimum 
standard have been superseded. Accordingly, pursuant to Va. Code§ 32.1· 
1 02.3(A), I find that the provisions of the State Medical Facilities Plan as they 
relate to liver transplantation services are inaccurate, outdated, inadequate or 
othel'\\ise inapplicable. Because they fail to reflect current standards, they should 
not be applied here, and I \\ill direct that procedures be initiated to make 
appropriate amendments to such plan. 

2. The number of organ transplantations that may be perfonned is dependent upon 
the supply of organs. Indications in the healthcare system are that the numbers of 
available organs may be reaching a plateau; consequently, the actual numbers of 
transplantations perfonned appear to be stabilizing. Therefore, if established, an 
additional liver transplant center at SNGH may erode the quality of other 
transplant centers by reducing the volume of liver transplants at the other centers. 
In 1996, Medical College of Virginia Hospitals (MCVH) performed 66 liver 
transplants, the University of Virginia Hospitals (UV AH) performed 3 7, and 
Fairfax hospital perfonned 53. In the same year SNGH referred 28 patients from 
its service area (PDs 20, 21, and 22) for liver transplants. Over time, it is 
reasonable to assume that SNGH would perform the majority of liver transplants 
from its service area and possibly some from the surrounding PDs, thus reducing 
the volume of liver transplants at MCVH and UV AH by 40o/o-50% and 10%-20%, 
respectively, by the elimination of referrals. Such spreading of patients over four 
programs would place the Commonwealth ·s programs below the national average 
of36 transplants per center. It is not reasonable to assume that an increase in liver 
transplantation capability in the state wiiJ be met with an increase in available 
livers for transplantation, nor would more sites provide the increased volume 
necessary to maintain four transplant centers of quality, especially since the 
increase in organ donations appears to be leveling out. 

SNGH assures that it will perform only six liver transplants in year one, twelve in 
year two, and 1 S in year three of operation. If true, this may mitigate the concerns 
of reducing volume at other centers on the one hand, but on the other it will not be 
meeting the needs of its service area and is only marginally at or above the 
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minimum number of twelve liver transplants deemed appropriate to maintain 
quality even in 1992. Further, although outdated and inapplicable, as stated 
above, the State Medical Facilities Plan, 12 V AC § S-280-70, contemplates that 
"successful transplantation programs are expected to perform substantially larger 
numbers of transplants annually. Perfonnance of minimum transplantation 
volumes does not necessarily indicate a need for additional transplantation 
capacity or programs." Thus, even the unamended State Medical Facilities Plan 
governing liver transplantation services is not binding as to minimum acceptable 
volumes. 

3. In considering general criterion number 20 specified in Va Code§ 32.1-102.3(8) 
("the impact on existing ... institutional training programs for doctors 
of ... medicine at the student, internship, and residency training levels"), I 
detenn.ine that an additional liver transplant center at SNGH may seriously imp.act 
the established liver transplant fellowship training program at MCVH. 
Certification as a training program for liver transplantation by the American 
College of Surgeons requires the training institution to perform 45 liver 
transplants annually. For the reasons discussed above, an additional transplant 
service at SNGH may reduce the volume of liver transplants performed at MCVH 
below that required for certification and could jeopardize its program. 

In conclusion, I find that the State Medical Facilities Plan is outdated and inapplicable to 
a determination of need for liver transplantation services and does not support the award of a 
COPN to SNGH for liver transplantation services at this time. Additionally, because the system 
presently (i) reflects no need for additional liver transplantation sites in light of organ supply; (ii) 
appears to have no excess of transplantation procedures requiring accommodation whereas 
approval of another site could result in an excess of facilities lacking volume to meet the national 
average or to assure essential technical experience; and (iii) should maintain and sustain 
necessary training programs in the Commonwealth, the application for a COPN for liver 
transplantation services at SNGH is premature. If the volume of liver transplants performed by 
the other transplant centers in the Commonwealth resumes its former increase, then the addition 
of another liver transplant center may not pose a threat to quality or established medical training 
programs and may provide a more convenient site for residents of PDs 20, 21, and 22. At this 
point in time, however, I detmnine that any possible converuence gained by these residents is 
outweighed by the risk of adversely affecting quality and having a possibly serious negative 
impact on an established medical training program, and I direct the Division of Cenificate of 
Public Need to initiate a process to update the State Medical Facilities Plan regarding liver 
transplantation services. 
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As provided by Rule 2A:2 of the Rules of the Supreme Coun of Virginia, you have 30 
days from the date of service (the date you actually received this decision or the date it \\'as 
mailed to you, whiche\'er occurred first) ~ithin which to appeal this decision by filing notice 
\\ith the State Health Commissioner. In the event that this decision is served on you by mail, 
three days are added to that period. 

Enclosures 

pc: Raymond 0. Perry, M.P.H., Adjudication Officer 
CarolS. Nance, Assistant Attorney General 
Paul E. Parker, Director, Division of Certificate of Public Need 
Nancy R. Hofheimer, Director, Center for Quality Health Care Services and Consumer 

Protection 
Paul M. Boynton, Executive Director, Eastern Virginia Health Systems Agency 
Joseph M. Teefey, Director, Department of Medical Assistance Services 
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 
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COP!\J Request ~o. V A-5969 
Sen tara Norfolk General Hospital 
Sorfolk, Virginia 
Establish Liver Transplant Sen·ices 

Findings 

1. Sen tara Norfolk General Hospital (SNGH) is part of Sen tara Health System. 

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

3. HPR Vis sen·ed 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. 

S. 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 tttransplant center. n 

The SNGH Transplant Center currently performs kidney, he~ lung, and heanl1ung 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 Charlottes,ille, at the University of Virginia Hospital (U "V AH); 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 S~GH 
primary service area residents received liver transp1ants. 

9. Reportedly approximately 25-30 adult patients are referTed 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 
referTed to their center by other Hampton Roads (PDs 20 and 21) physicians, who do not practice in 
the Sentara Health System. 
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10. The Division of Certificate of Public Need staff estimates that 40%,-50°/o of the li\'er 
transplant patients at MCVH and 1 Oo/o-20% of the liver transplant patients at UV AH 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-Sen tara physicians. SNGH bases its assumption other 
solid organ transplantation services it pro\ides and the fact that other solid organ transplant patients 
are currently referred by both Sentara and Non-Sentara physicians to SNGH's existing 
transplantation sen ices. SNGH projects that its liver transplant program \\ill perfonn 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 li\'er 
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 ofVirginia, 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 
Mi.Mesota in its liver transplantation program. Dr. Martha Mooney, an infectious disease specialist 
who supports the kidney, heart, and lung transplant programs. will also pro\ ide support for the liver 
transplant program. SNGH has several intensive care specialists on its medical staff who "'ill provide 
support to the transplant physicians as well. Also, several members of the anesthesia practice which 
provides expert ser\'ices to support Sentara Norfolk General Hospital's surgery program ha,·e 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 
perfonns 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, establislunent of the liver transplant program requires no additional inpatient beds 
or facility construction, as liver transplant patients would be inco~porated into the existing vascular 
step-down and intensive care units within SNGH. The actual transplantation surgical procedure 
would be perfonned 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 saYer) 
is already available at SNGH, due to other tertiary-care transplant programs pro\<ided 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 \\ill 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 hean lung 
programs. Thus, the liver transplant outpatients will utilize the existing Transplant Center 
examination rooms, waiting rooms, etc. SNGH proposes that long-tenn follow-up on these patients 
\\ill comply \\ith standard protocols and procedures in place \\ithin existing transplant programs and 
the proposed liver transplant program and will include at least an annual examination. 

19. Reimbursement for liver transplantation is expected 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 pro\ided 
atSNGH. 

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

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

SNGH Lh·er Transplant Program 

Direct Construction Costs so 
Equipment s 54,400 

Legal Fees s 7,500 

Total Projected Capital Costs s 61,900 
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22. SNGH is located at least two hoW'S 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 Yolume 
of procedures perfonned 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 perfonned in a facility. Fuli accreditation, as a liver transplant training program, is 
dependent upon at least 45 liver transplant procedures being perfonned annually by each fellow in 
the training program. 

DISCUSSION 

Applications for cenificate 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 or 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 
sen•ices for PD 20 residents, and having a liver transplant sen·ice will round out the 
complement of seM~ices that are presently pro\•ided at Sen tara Norfolk General Hospital." 

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

The State Medical Facility Plan (S?v!FP) contains criteria and standards for detennining the 
need for proposed new organ transplant services. 

Acceptability 
"Consumer Participation • Pro,,iders of organ transplantlltion sen'ices should pro1·ide a 
progr11m of patient and family education regarding th~ nature of the patient's organ 
diseiiS~ and the treatment of the patient and family in the management of tile organ pre­
and post-transplantation." 

SNGH is an existing major provider of organ transplant services in Virginia The appHcation 
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 t)'pe, should be accessible within 

two /lours driving time, under normal conditions, of 95% of Virginia's population. " 

The main population ofPD 20 is approximately two hours driving time from Richmond. the 
location ofMCVH that pro, ides the closest liver transplant program. Norfolk, location of S~GH, 
is generally about two hours drive from MCVH. SNGH serves a patient population from a wide 
geographic area that includes PD 20, PO 21, PO 22 and eastern Nonh Carolina. The population is 
estimated to be 1. 7 million by the year 2000. A significant proportion of this population two hours 
dti\'e or more from a lh·er transplant service. The proposed project would assure liver transplant 
ser\'ices within two hours of this population. 

A''ailabUity 
"Regionali:alion of Sen'ices • 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 sun•ival standards. Failure to meet 
tl1ese standards wit/1in two years of initiation of the service may be cause for rn'ocation 
of tile 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 pro\'ides. SNGH can be expected 
to be able to meet the volume and survival standards for liver transplant ser\'ices. 

"HCF A/Medicare Requirements- J. Proposals to establish new transplantation programs 
should demonstrate compliance with all Medicare program coverage criteria wit/tin two 
)'tan of the initilztion of the program. 2. Proposals to expand existing tra11splantation 
programs should demonstrate that existing organ transplantation sen'ices comply wit/1 all 
applicable federal Health Care Financing Administrlltion (HCF A) criteria for Medicare 
program coverage." 
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SNGH is certified by HCF A as a provider of transplant ser\'ices. 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 
a\·ailability. SNGH is anticipated to meet the HCFA/Medicare requirements. 

Continuity 
"Discharge planning and follow-up care - A. Providers of transplantation sen·ices 
should have wrinen policies and procedures for discl1arge planning andfolloK•-up care 
for the patient and family H•hich are part of tile institution's Ol'erall discharge planning 
program. B. Providers of organ transplantation sen•ices should hal'e established protocols 
for referring physicians and the organ transplantation se"'ice to assure adequate post­
operative diagnostic evaluation for transplant patients. " 

S~GH 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 prol•iding all organ 
transplantation sen•ices should be comparable to other similar prol•iders in the laealth 
planning region and the state." 

SNGH is the only pro,ider of transplantation set'\ ices in its HPR. SNGH's case-mix indices, 
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 DCOP~ staff. 
\Vhen compared to other transplant service providers in the state, SNGH was determined by the 
DCOPN staff to have typically low costs and ch~ges. SNGH's costs were compared to were 
determined to be approximately 77% of the combined average of Fairfax, UV AH and ~1CVH. 
Additionally, SNGH's case mix was determined to be 118o/o of the average for the group. It is 
reasonable to believe that the costs and charges for the proposed liver transplant service at S~GH 
wilJ be comparable to the costs and charges for li\'er transplant services at the other Virginia Jh·er 
transplant provider institutions. 

Quality 
"Minimal utili:.ation - 1. Proposals to establish ••• transp/antation sen·ices should 
demonstrate thllt a minimum number of transplants will be performed annually. Tl1e 
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 
follov.ing its stan-up year. It is reasonable to believe that a liver transplant program at SNGH wi II 
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 annuaUy. Performance of minimum transplantation volumes does 
not necessarilJ' indicate a need for additional transplantation capacity or programs. " 

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

"3. Preference will be gil•en to expansion of successful existing sen·ices, either by 
enabling necessary increases in the number of organ systems being transplanted or by 
adding transplantation capability for additional organ S}'stems, rather than de1•eloping 
other programs that could reduce average program volume. " 

SNGH currently provides successful transplantation services for kidney, heart, and hean. "lung 
patients. In 1988, SNGH was one of only five hospitals in Virginia providing transplant sen·ices 
and was second {after MCVH) in the volume of transplants. In 1988, the kidney was the only organ 
transplanted at 51\GH. Heart, lung, and heart-lung transplant ser\'ices were added at S~GH from 
1989 through 1993. In 1995, SNGH was fourth in total volume among the eight Virginia hospitals 
offering transplant Set'\ ices 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 state\\ide 
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 
\'ery active transplant center. The provision oflh·er transplant services would add a new transplant 
program to an already successful SNGH transplant center. The proposed project is consistent with 
this standard. 

"Jiinimum survival rates- J. Facilities should demonstrate that they will achin·e and 
maintain minimum transplant sun•iva/ rates. The minimum one-year sun•il•al 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, liYer 
transplant patients will meet or exceed the minimal sunival rates. 

"2. Survival rilles bej~ond one year should be consistent K•ith the HCFA Jledicare 
program reiJuirements, or K'ith applicable professional-society-recommended standards 
acceptable to the department where there are no HCF A 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 HCF A standard for lung recipients is 62%; SNGH achieves 66°/o; 
there is no HCFA standard for kidney recipients, but SNGH achieves 90%.) 

"Service proficiency- Proposals to add organ transplantation sen•ices should demo11strate 
at least two years successful experience with all existing organ transplantation systems. " 

SNGH meets this standard. 

"Staffing - 1. All physicians thllt perform trllnsplants should be board certified by the 
appropriate professional examining board, and should have a minimum of one year of 
formal training and two )'ears experience in transplant surger)' and post-operatil'e 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 specilllists, with at least two years experience in the proposed organ trllnsplantation 
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 sen'ices should document 
tl1at they participate in a regional and national organ donor netk'ork. The facility should 
have wrinen policies and procedures governing organ and tissue procurement. " 

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

"2. Providers of organ transplantation services s/1ould ha,,e 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 educatjon programs. 

"3. Providers of organ transplant services s/1ould demonstrate that they h11ve direct and 
immedi11te access to 11 histocomplltibility testing laboratory that meets the American 
Society for Histocompatibility and Immunogenetics (ASH/) 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 de\·elopment plan, if any, of the person 
applying for a certificate. 

SNGH currently provides transplant services for kidneys, hearts, lungs, and hean-lungs. 
SNGH serves a large population of persons who are not \\ithin two hours drhing time of the nearest 
liver transplantation services at MCVH. The COPN staff has estimated the population outside of 
the two-hour driving time radius ofMCVH to be in excess of 400,000 persons. The addition ofli\'er 
transplant sen·ices \\ill round-out the transplantation senices provided by S~GH 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 sen·ed or to be sen·ed by the project bas for the project. 

The population that uses SNGH for its tertiary sen·ices is relatively concentrated in eastern 
Virginia. Patient origin statistics show that the hospital serves PDs 20, 21 and 22 and nonheastem 
Nonh Carolina. The population of this hospital sen·ice area is estimated to be 1. 7 million people. 
The nwnber 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 sen ice 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 \\'ith 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 residei1ts, but that much of the inconvenience, 
anxiety and expense can be eliminated with the initiation of liver transplantation services at S~GH. 

The applicant asserts that referrals of patients to out-of-area providers often results in 
repetitions of the diagnostic tests that were perfonned 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 \\'ill eliminate 
these problems for its service area. 

S. The extent to "·hich the project will be accessible to all residents of the area proposed 
to be sen·ed. 

There is no liver transplantation service in HPR Vat the present time. Residents in need of 
liver transplantation must travel outside of the area for liver transplant services. The proposed 
project wilJ 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 senices to persons who cannot afford to pay. 
This is true of its general hospital sen ices as well as its transplant services. It is reasonable to expect 
that approval of the proposed project \\ill increase financial accessibility to liver transplant services 
for a significant population. 

6. The area, population, topography, highway facilities and a,·ailability of the sen·ic:es to 
be pro,·ided by the project in the particular part of the health sen·ice 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 PO 17. 18. 
20, 21, and 22. Residents who require li\'er transplantation services must travel outside of the region 
to recei\'e the ser\'ice. A substantial number of people in the area, 400,000 plus, are not within two­
hours dri\'e of a li\'er transplantation program. 

7. Less costly or more eff'ecd,·e alternate methods of reasonably meeting identified health 
sen·ice needs. 

S~GH provides organ transplantation services at its .. Transplant Center:' \\"hen 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 \\'ho now must travel out of the area for services. The addition of liver transplants to the S~GH 
array of solid organ transplant services can be accomplished at minimal addition expense. ~o capital 
expenses for new construction are involved. Much of the equipment and support sen·ices expenses 
can be avoided due to their current availability at S~GH for existing transplant sen'ices. 

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

The proposed project is financially feasible in both the short tenn and the long term. There 
is an ample number ofpotentialli\'er transplantation patients to allow the de\'elopment of a liver 
transplantation program at SNGH. The development of the SNGH liver transplant program should 
ha\'e 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 de,·elopment 
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. 

10 
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MarkS. Hedberg, Esquire 
October 31 , 1997 
Page2 

the report submitted by the health systems agency." The petition proffered in behalfofUni\'ersity 
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 § 32.1-1 02 of the Code of Virginia, all factors which must be taken into 
account in making this detennination have been considered and I have concluded that standing for 
University Health Senices and the Medical College of Virginia Hospital is not warranted. 

Enclosure 

Sincerely, 

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

pc: Raymond 0. 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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COMMONWEALTH of VIRGINIA 

RANDOLPH L. GORDON. M.D .• M.P.H. 
COMMISSIONER 

MarkS. Hedberg, Esquire 
Hunton and Williams 
Riverfront Plaza, East Tower 
951 East Byrd Street 
Richmond, Virginia 23219-4074 

Dear Mr. Hedberg: 

Depanment of Health 
POBOX2448 

RICHMOND. VA 23218 

October 31, 1997 

Re: University Health Senrices (UHS) and 
Medical CoUege of Virginia Hospitals (MCVH) 
...... 

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

COPN Request No. V A-5969 
Sentara Norfolk General Hospital 
Norfolk, Virginia 
Addition of Liver Transplant Sen·ices 

TOO 1-8X).82&-1120 

r;· .;::- .. -- - --. 
i - :......, 

t{OV. 1 0 1997 

', - . - .. 
! ... ; - .· ~ ... 

OFfiCE CF T~:: ).:l. -- · .. ~::;..L 

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 re\iew of the cenificate of public need for the 
proposed Sentara Norfolk General Hospital liver transplant services program. Additionally, I have 
received and reviewed the repon and the recommendation made by JUymond 0. Perry, 
Adjudication Officer for the infonnal fact-finding conference. Based upon Mr. Perry's repon 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 infonnation 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 stafrs repon on the application or in 

DHVIIQ'-IIA 
OlP41TII4f~~~jT 

01 Hl4l.TH 
,._..,_. 1'1111 illllll taw I~ 
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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 !\eed. 
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 lh·er 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 ser\'ices in the SMFP; 

2) the apvlicant is physically located so that it is accessible to a substantial population 
in eastern Virginia and non.heastem North Carolina that does not reside within two-hours' 
d.Ji,·ing time of the transplant center at the Medical College of Virginia; 

3) the proposed project was recommended for appro\'al 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 S.NGH liver transplant ser\'ice .. no 
significant impact on li\'er transplant volume at the MC\tli transplant center should occur 
in the first three years. 

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

14 
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The proposed project offers no specific improvements or inno\'ations 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 pro\'ided 
to residents of its sel'\ice area who require transplants and also reduce their tra\'el costs by keeping 
them closer to home. SNGH alleges that by improving continuity and coordi.nation of patient care, 
the transplant patient outcomes should ultimately be affected positively. 

19. In the case of health sen·ices or facilities proposed to be pro,·ided, the efficiency and 
appropriateness of the use or existing sen·ices and facilities in the area similar to those 
proposed. 

There are no other liver transplantation services a\'ailable in HPR V. The residents in need 
of li\'er transplants from this area are currently tra\'eling to other liver transplant pro\'iders in 
Virginia and out of state. The predominant number of referred liver transplant patients are currently 
ser'\'ed at MCVH. Based upon the analysis performed by the staff of DCOPN, the SNGH ser\'ice 
area residents make up about 30% of the utilization of the MCVH liver transplant program. The 
~CVH liver transplant program had 66 liver transplants in 1996. 

20. The need and the availability in the health sen·ice area for osteopathic and allopathic 
senices and facilities and the impact on existing and proposed institutional training programs 
for docton or osteopathy and medicine at the student, internship, and residency training le,·els. 

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 senices at SNGH \\'ill 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, \\'here a fully accredited 
fellowship training program for liver transplant surgeons exists. The MCVH cenification is 
dependent upon maintaining a cenain volume of liver transplant patients. The American College 
of Surgeons certification requires 45 liver transplants to be perfonned annually. In 1996, sixty-six 
liver transplants were perfonned 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 

13 
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SNGH is a regional health service pro\'ider 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 
sen'ices. 

14. The special needs and circumstances or health maintenance organizations. \\'hen 
considering the special needs and circumstances or 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 or the health maintenance 
organization or the beds or sen·ices to be pro,·ided are not a,·ailable from pro,·iders which are 
not health maintenance organizations or from other health maintenance organizations in a 
reasonable and cost effecth·e manner. · 

Although "Sentara" o·wns and provides health maintenance organization services, this 
criterion is not applicable to this project. 

1 S. The special needs and circumstances for biomedical and beha,·ioral research projects 
which are designed to meet a national need and for which local conditions offer special 
ad,·antages. 

This criterion is not applicable to the proposed project. 

16. In the case of the construction project, the costs and benefits or the proposed 
construction. 

This criterion is not applicable to the proposed project. 

17. The probable impact of the project on tbe costs or and charges for pro,·iding health 
sen·ices by the applicant for a certificate and on the costs and charges to the public for 
pro,·iding health sen·ices by other persons ia 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 
senices 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 
detennined 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 sen'e to reduce travel expenses for those residents in the S~GH 
ser\'ice area who require liver transplants. 

18. lmpro,·ements or iano,·ations in the financing and delh·ery or health sen·ices which 
foster competition and sen'e to promote quality assurance and cost effecth·eness. 

12 
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SNGH is a major tertiary care referral facility that serves the eastern ponion of Virginia and 
nonheastem Nonh Carolina. It pro,..ides most medical and sw-gical 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 onJy 
location where all of the suppon services are already in place to do so. Additionally, S!\GH 
pro\ ides 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 sen·ice and to sustain the 
sen ice Wltil 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 va.·ill require to initiate 
a successful liver transplant program. 

11. The organizational relationship of the project to necessary ancillary and support 
sen·ices. 

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 Deeds or health professional training 
programs in the area ia 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 \\ill pro, ide opportunities for medical students of 
E~S 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 pan 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 arc referred; 
however, the proposed slow stanup of the SNGH program should provide minimal impact upon 
volumes of patients at MCVH. The number of liver transplant patients from the SNGH sen·ice 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 aa applicant for a certificate, such as a medical 
school, hospital, multidisciplinary clinic, specialty center or regional health sen·ice pro,·ider .. 
if a substantial ponion or the applicant's sen·ices or resources or both is pro,·ided to 
indh·iduals aot residing ia tbe health sen·ice area ia which tbe project is to be located. 

11 
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t:nh·ersity Health Sen·ices (UHS) and 
1\fedical College of Virginia Hospitals (MCVH) 
Petition to Show "Good Cause" 
for Standing in the Re,·iew or: 

COPN Request No. VA-5969 
Sentara Sorfolk General Hospital 
!'Jorfolk, Virginia 
Addition of Lh·er Transplant Sen·ices 

Uni\'ersity Health Services, Inc. ("UHS") and the Medical College of Virginia Hospitals ("~1CVH"), 
collectively, "the Petitioner") seek to demonstrate .. good cause" standing to participate as a party at the 
infonnal 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 pany with standing in the review of COPS 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 
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 staffs report on the application or in the report 
submitted by the health systems agency. " 

The Petitioner first asserts that "there is significant, relevant information not previously presented at 
and not available at the time of the public hearing" which entitles the Petitioner to 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 
v:ith 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 ~1CVH 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 MCVH 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 infonnation was not available at the time of the public hearing. The Petitioner argues that this 
clinic alternative to the proposed Project provides virtually all of the proposed Project's purponed 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 Riclunond 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 li\'er 
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 
rele\'ant infonnation 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 
to 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 
department staffs report on the application or in the report submitted by the regional health planning agency 
which entitles the Petitioner to standing in the re,·iew of the proposal by SNGH to establish a li\'er 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 Statr 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 detennined to be a mistake of fact or law in the EVHSA staff report. This argument does not 
identify a substantial material 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 cWTently serves only one liver transplant program • the program at 
MCVH. 
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The Petitioner's argument regarding increased patient mortality because a second li\'er transplant 
program would be established in the same area that is served by LifeNet, the single Organ Procurement 
Organization (OPO), 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 monality of approximately 14°/o. 
MCVH attributes its lo\\'er 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 detennine who would receive the next li\'er 
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 
detenninations. 

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 panicipates on the LifeNet 
governing board, and the same can be expected for the procurement and distribution of livers. If waitlist 
monality 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 monality 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 ,;tal 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 StaffRepon 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 variances from the average would not be surprising. Whether the DCOPS 
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 ofSNGH, 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 material 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 appropriately 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 certainly, 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 ser\'ices at SNGH. 
Funhennore, any impact of the proposed project upon the research programs of MCVH should not be 
significant, especially in ,;ew 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 material mistake of fact or law the report submitted by 
the Division of Certificate of Public Need staff. This argument is rejected. 

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

The DCOPN staff did erroneously conclude that MCVH's liver transplant charges would increase at 
a rate of S% per year, which is similar to the charges proposed by the applicant; however, the assumption was 
not a significant error. It was a mere hannless 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. ~NGH has lower charges than MCVH 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 repon submitted 
by the Dhision 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. 
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12 VAC 5-230-10. 
12 V AC 5-230-20. 
12 V AC 5-230-30. 

CHAPTER 230. 

STATE MEDICAL FACILITIES PLAN. 
Definitions. 
Preface. 
Guiding principles in certificate of public need. 

Research and Practice References 
39 Am jur 2d, Health §§ I, 3-4 (introductory-powers). 
40 :\m Jur 2d. Hospitals and Asvlums §§ 1-5 (in general), 6-13 (management and operation!. 

14-19.5 (liability for injuries-in general), 20-21. 23-25 (liability for injuries-public hospitals). 26-36 
(liabilitv for injuries-public hospitals). 

13A Amjur PI 8c Pr Forms (Rev), Hospitals, Forms 1-10 (licensing and regulation). 21-24. 26-29 
(management and operation), 41-51 (liability for injuries-in general), 61-69, 71-78. 80-91 (liabilit' 
for injuries-injury to patient-negligence in treatment), 111-121. 123-124 (liabilitv for 
injuries-injury to patient-failure to safeguard patients from ph~sical and health hazards). 131-1 ~0 
(liabilitv for in juries-injury to patient-administration of improper or defective substance). 151-156 
tliabilitv for injuries-injury to patient-condition of premises and equipment), 161-165 (liabilin· for 
injuries-injury to others), 171-175.1 (liability for injuries-nursing homes; rest homes). 

18 :\m Jur Trials 103, Hospital Emergenc~ Room Accidents. 
19 Am jur Trials 431. Defending Hospital-Negligence of Physician-Emplovee. 
25 :\m Jur Trials 185, Hospital Recovery Room Accidents. 
29 :\m Jur Trials 591. Hospital Liability for ~ursing Medication Errors. 
32 Am Jur Trials 1. Due Process Considerations in Suspension of Hospital Staff Privileges. 
51 Am Jur Trials 375, Trial Report: Seg1igent Pediatric Care. 
4 :\m Jur Proof of Facu 473, Diathermy. 
6 Am Jur Proof of Facts 131. Hospital Records. 
7 Am Jur Proof of Facts 479, Malpractice. 
8 Am Jur Proof of Facts 401. Seurological Examination. 
9 Am Jur Proof of Facts 241. Phvsicians and Surgeons. 
9 :\m Jur Proof of Facts 375, Plastic Surgerv. 
9 Am Jur Proof of Facts 641. Pulmonarv Function Tests. 
9 Am Jur Proof of Facts 719, Radiation Injuries and Nuclear Energy. 
10 Am Jur Proof of Facts 4 79. Shots, Injections. and Other Needling Procedures. 

378 
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HE.-\LTH 12 VAC 5-230-20 

L1abilit\· of hospital. ph\·sician. or other medical personnel for death or injury to mother ~r child 
,Jused b\ 1m proper procedures during vaginal deliverv. ~ ALR5th 210. 

L1abJiit\ of hospital. phnician. or other medical personnel for death or injun· to mother or child 
~Ju~ed b\ improper treatment during labor. 6 ALR5th 490. 

L1abaht\ of hospital. phvsician. or other medical personnel for death or injurv to mother or child 
,au$ed b\· 1mproper diagnosis and treatment of mother relating to and during pregnancv. i ALR5th 
I. 

Licensing and regulation of practice of phvsical therapy. 8 ALR5th 825. 
~ledical malpractice: Who are .. health care pro .. ·iders." or the like. whose actions fall within statutes 

~pecificalh governing actions and damages for medical malpractice. 12 ALR5th I. 
,.\rbitration of medical malpractice claims. 24 ALR5th 1. 

12 V AC 5-230-10. Definitions. 
The following words and terms, when used in Chapters 230 ( 12 \' AC 5-230-10 

et seq.) through 360 (12 \' AC 5-360-10 et seq.) shall have the following 
meanings. unless the context clearly indicated otherwise: 

".1ccesszbility .. means the ability of a population or segment of the population 
to obtain appropriate, available services. This ability is determined by eco­
nomic, temporal, locational, architectural, cultural, psychological, organiza­
tional and informational factors which may be barriers or facilitators to 
obtaining services. 

".·kceptability" means to the level of satisfaction expressed by consumers with 
the availability, accessibility, cost, quality, continuity and degree of courtesy 
and consideration afforded them by the health care system. 

"'At•ailability" means the quantity and types of health services that can be 
produced in a certain area. given the supply of resources to produce those 
services. 

'"Continuity of care" means the extent of effective coordination of services 
pro\'ided to individuals and the community over time, within and among health 
care settings. 

'"Cost" means all expenses incurred in the production and delivery of health 
services. 

··Quality of care .. means to the degree to which services provided are properly 
matched to the needs of the population. are technically correct, and achieve 
beneficial impact. Quality of care can include consideration of the appropri­
ateness of physical resources, the process of producing and delivering services, 
and the outcomes of services on health status, the environment, and/ or 
behavior. 

Statutory Authority 
§§ 32.1-12 and 32.1-145 and 32.1-102.2 of the Code of Virginia. 

Historical Notes 
Derived from VR355-30-l 00 § 1: eff. July 1. 1993. 

Editor's Note 
This chapter comprises part of the State Medical Facilities Plan. which appears in Chapter 230 ( 12 

VAC 5-230-10 et seq.) through Chapter 360 ll2 VAC 5-360-10 et seq.). 

12 V AC 5-230-20. Preface. 
Virginia's Certificate of Public Need law defines the State Medical Facilities 

Plan as the "planning document adopted by the Board of Health which shall 
include. but not be limited to, (i) methodologies for projecting need for medical 
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facilit\ beds and services: (ii) statistical information on the availabilitv of medical 
facilit\· beds and services: and (iii) procedures. criteria and standards for the 
re,·iew of applications for projects for medical care facilities and services." 
t § 32.1-102.1 of the Code of \'irginia.) 

Section 32.1-102.3 of the Code of Virginia states that, "Any decision to issue 
or approve the issuance of a certificate (of public need) shall be consistent with 
the most recent applicable provisions of the State Health Plan and the State 
\ledical Facilities Plan; provided. however, if the commissioner finds, upon 
presentation of appropriate evidence. the provisions of either such plan are 
inaccurate. outdated. inadequate or otherwise inapplicable. the commissioner. 
consistent with such finding. may issue or approve the issuance of a certificate 
and shall initiate procedures to make appropriate amendments to such plan." 

Subsection B of§ 32.1-102.3 of the Code of Virginia requires the commis­
sioner to consider ''the relationship" of a project "to the applicable health plans 
of the board'' in .. determining whether a public need for a project has been 
demonstrated.·· 

This State ~fedical Facilities Plan is a comprehensive revision of the criteria 
and standards for COP~ reviewable medical care facilities and services contained 
in the \'irginia State Health Plan established from 1982 through 1987. and the 
\'irginia State ~tedical Facilities Plan. last updated in July, 1988. This Plan 
supersedes the State Health Plan 1980 - 1984 and all subsequent amendments 
thereto sa\'e those governing facilities or services not presently addressed in this 
Plan. 

Statutorv Authoritv 
§§ 32. i -12 and 32.1-145 and 32.1-102.2 of the Code of Virginia. 

Historical Sotes 
Derived from \'R355-30-1 00 § 2: efF. Julv 1. 1993. 

12 V AC 5-230-30. Guiding principles in certificate of public need. 
The following general principles will be used in guiding the implementation of 

the \"irginia ~ledical Care Facilities Certificate of Public Need (COPN) Program 
and have served as basis for the development of the review criteria and standards 
for specific medical care facilities and services contained in this document: 

1. The COP~ program will give preference to medical facility and service 
development approaches which can document improvement in the cost­
effectiveness of health care delivery. Providers should strive to develop new 
facilities and equipment and use already available facilities and equipment to 
deliver needed services at the same or higher levels of quality and effective­
ness. as demonstrated in patient outcomes, at lower costs. 

2. The COPN program will seek to achieve a balance between appropriate 
le\'els of availability and access to medical care facilities and services for all the 
citizens of Virginia and the need to constrain excess facility and service 
capacity. 

3. The COP~ program will seek to achieve economies of scale in develop· 
menr and operation, and optimal quality of care, through establishing limits on 
the development of specialized medical care facilities and services. on a 
statewide. regional. or planning district basis. 

-l. The COP~ program will give preference to the development and 
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maintenance of needed services which are accessible to every person who can 
benfit from the services regardless of ability to pay. 

5. The COP~ program will promote the elimination of excess facilitv and 
sen·ice capacity. The COP~ program will promote the conversion of excess 
facilit,. and service capacity to meet identified needs. The COP:'\ program will 
not facilitate the survival of medical care facilities and services which have 
rendered superfluous by changes in health care delivery and financing. 

Statuton: Authoritv 
H :t!.i-12 and 32.1-145 and 32.1-102.2 of the Code of\'irgima. 

Historical Notes 
Deri\ed from \'R355-30-l 00 § 3: eff. Jul\' 1. 1993. 

CASE SOTES 
The State ~ledical Facilities Plan need not be adopted b' length' public promul~auon pron· ... :o.. 

\\her~ the Plan consists onl" of the numerical projections and methodologies b' "·hic'h the ~tatl!)lll" 
.ue den\ ed and "here the adopuon of the Plan does nOl im oh t' the exercise of am a~enr' r.list:retJlJO. 
JnhnslOn· Wiilis ' Kenle'. tl9~81 6 \'a App :.?31. 369 SE2d 1. 

CHAPTER 280. 

ORGAN TRANSPLANTATION SERVICES. 
P\RT I. DEFI~ITIO~S............................................ 12 VAC 5-280-10 
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PART II. CRITERIA A~D STA:o.;DARDS ............................ .. 12 \'AC 5-280-20 

Research and Practice References 
.. H) .-\mjur 2d. Hospitals and .-\S\·lums §§ 6-13 (management and operation), 14-16. li-19 cliabilit\ 

for injuries-in generall. 20-21. 23-25 (liability for injuries-public hospitals). 26-35 tliabilit\ for 
injuries-public hospitals I. 

13.-\ Am Jur PI & Pr Forms (Rev). Hospitals. Forms 21-24. 26-27. 29 (management and operation!. 
43-51 lliabilitv for injuries-in general), 61-63, 65-66, 69. il-i2. i5-i8. 80:91 diabilit\ for 
injuries-injury to patient-negligence in treatment). 116-117 (liabilit\· for injuries-mjun· to 

patient-failure to safeguard patients from phnical and health hazards). 131-132. 134-135. 138. l-40 
tliabilit\· for injuries-inju~· to patient-administration of improper or defective substance 1. 151-156 
tliabilit~ for injuries-injurv to patient-condition of premises and equipment). 

i .-\m Jur Proof of Facts 4i9. Malpractice. 
11 Am Jur Proof of Facts 331. Transfusions. 
12 Am Jur Proof of Facts 453. Anesthesia. 
16 Am jur Proof of Facts 155. Surgical Malpractice-Foreign Bodies. 
27 Am Jur Proof of Facts 1. Medical Malpractice-The Localitv Rule. 
4 Am Jur Proof of Facts 2d 333. Phvsician·s Guarantee of ~tedical Resulls. 
8 Am Jur Proof of Facts 2d 1-45. Failure to Inform Patient of !';ature and Hazards of Surgen. 
8 Am Jur Proof of facts 2d 5i9. Surgeon's Failure to Exercise Supervision and Control Q,·er 

:\ nes 1 hetis t. 
10 :\m Jur Proof of Facts 2d 605. Surgeon's Failure to Discover Breakage of Surgical Instrument 
15 Am Jur Proof of Facts 2d 711. Phnician's Failure to Obtain Informed Consent to lnno\'atl\e 

Pracuce or \tedical Research. 
6 Am Jur Proof of Facts 3d l. Anesthesia Malpractice. 
26 Am Jur Proof of Facts 3d 185. Discovery Date in Medical Malpractice Litigation. 

Annotations 
Localit\' rule as governing hospital's standard of care to patient and expert's competencv to tesut\ 

thereto. 36 :\LR3d 440. 
Tort liabilitv of phnician or hospital in connection with organ or tissue transplant procedures. 76 

:\LR3d 890. 
Tests of death for organ transplant purposes. 76 ALR3d 913. 

PART I. 

DEFI~ITIONS. 

12 \'AC 5-280-10. Definitions. 

12 VAC 5-280-10. Definitions. 
The following words and terms, when used in this chapter, shall have the 

following meanings, unless the context clearly indicates otherwise. 
"Department" means Virginia Department of Health. 

"Donor organ/organ system" means an organ/organ system retrieved from a 
cadaver or living donor, and processed under appropriate rules and protocols. 
for the purpose of surgical transplantation into a recipient selected in 
accordance with established guidelines and protocols. 

"Health carefiTUincingadministration (HCFA) 7TU!dicare requirements"' means those 
clinical. certification and administrative requirements and standards set by the 
HCFA of the t:nited State Department of Health and Human Services to 
establish eligibility for 1\-ledicare program reimbursement. 

··.\tinimum sun,ival rates" means the lowest percentage of those receivin~ 
transplants who survive at least one year or for such other periods of times as 
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specified b,· the department. ~linimum sun·h·al rates not specified in the,t· 
standards shall be established by the department as experience permits. 

"'.\lm11mmt utt!J:atton'" means the number of transplants expected to h<: 
performed annualh. ~linimum utilization requirements not specified in thC''t' 

standards shall be established by the department as experienre permi1 '· 

"'Organ. 01gan system"' means any of the number of clinicall~· distinc:r <:ompo­
nents of the human body containing tissues performing a function for which ir 
is especiallv adapted. Distinct organ/organ s\·stems include. but arc not limited 
w. kidney. heart. heart/lung. liver. and pancreas. 

"'Organ trrmsplnntatwn" means a set of medical procedures performl·d to 

remo\"e surgically a defined diseased or nonfunctioning organ/or~an '' 'tem 
from a patient and replace it with a healthier functioning donor organ,·on~an 
S\ stem. 

Scacuto~· Authority 
§§ :12.1-12 and :~2.1·1·0 and :~2.1-1 02.1 of the Codr of \'ir~inia. 

Historical Sotes 
Dem ed from \'R355-:10-1 05 § 1.1: etf. Juh I. 1993. 

Editor's Sote 
This (haprer comprises part of rhe State \ledical Fanlitie) Plan. \\ hich ••ppt·ttr' 111 Ch.tJ>Il'l ..::~• t ' I~ 

\'.-\C 5-230-10 et seq.t throu~h Chapter :\60 • 12 \'.-\C .J-:Hi0-10 et ~eq.l. 

12 \'.-\C 5-280-20. 
12 \'.-\C 5-280-30. 
I:? \'.-\C 5-280-40. 

I:? \'.-\C 5-280-50. 

12 \'.-\C 5-280-60. 
12 \'.-\C 5-280-70. 

PART II. 

CRITERIA .-\~D ST.-\:\DARDS . 

.-\cceptabilit\: consumer participation. 

.-\ccessibility: travel time: access to a\·ailable or~an~. 

.-\,·ailabilin·: regionalization of services: condition d) appro\ ,tl: 
HCF.-\ medicare requirements. 

Cominuitv of care: disrharge planning procedures and follow-up 
care. 

Cos1 and charges. 
Qual it\·: minimum U£ilization: minimun survival rate: sen ice pro­

ficiencv: staffing: sntems operations: support sen ic:es. 

12 V AC 5-280-20. Acceptability; consumer participation. 
Providers of organ transplantation sen·ices 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. 

Statutorv Authoritv 
§§ 32.i-t2 and 32.1-145 and 32.1-102.1 ot rhe Code of \'ir~inia. 

Historical Sotes 
Den\ed from \'R355-30-1 05 § 2.1: eff. Julv I. 1993. 

12 V AC 5-280-30. Accessibility; travel time; access to available 
organs. 

:\.Organ transplantation services. of an\· tvpe. should be accessible within two 
hours driving time. under normal conditions. of 95<1- of \'irginia's population. 
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B. Pro,·iders of organ transplantation sen·ices should demonstrate to tht 
satisfaction of the department that the,· ha' e clearh defined pJtit•ntl or~.tn 
recipient policies based soleh on medical criteria. 

Statuton Authorin· 
~~ :'~ i ·I.! .and :\~.1-1-l:l ,md :\.! 1-111:!.1 ul th<.: Lodt: •Jl \'1rgini.1 

Historical ~otes 
Dem ed irnm \'R:B:>-:W-1 n:. ~ :!. :?: eff. luh 1. 199:t 

12 V AC 5-280-40. Availability; regionalization of services: condi­
tional approval; HCF A medicare requirements . 

. -\. There should be no more than one transplantation program for each or~'lll 
S\'Stem in a health planning region. 

B .. -\pproval of organ transplantation programs shall be conditioned upon ,\ 
facilil\ 's meeting both minimum volume and sun·i,·al standards. Failure to mct·l 
these standards within two \'ears of initiation of the ~en·ice ma\ be cause for 
re\'ocation of the certificate of public need. 

C. I. Proposals to establish new transplantation sen·ices should demonstrJte 
compliance v.-ith all ~ledicare program t.:o\·erage criteria within two' ears of 1 ht 
initiation of the program. 

2. Proposals to expand existing transplantation programs should dcmo:;­
strate that existing organ transplantation services comph with all applicahlt 
federal Health Care Financing :\dministration criteria for ~ledicare program 
CO\'er3ge. 

Statuton· Authorit\' 
§§ 32. i -12 and 32.1-1-45 and 32.1-11)~.1 of 1he Code of \'irgmia. 

Historical Sotes 
Den,ed from \'R355-30-10?) § 2.3: etf.Juh 1. 199:\. 

12 VAC 5-280-50. Continuitv of care; discharge planning proce­
dures and follow-up care. · 

A. Providers of organ transplantation sen·ices should have written procedun·, 
and policies for discharge planning and follow-up care for the patient and famih 
\,·hich are part of the institution's o\·erall discharge planning program. 

B. Pro\'iders of organ transplantation services should ha\'e established proto­
cols for referring physicians and the organ transplantation sen·ice to assure 
adequate post-operati\'e diagnostic e\'aluation for transplant patients. 

Statuton· Authorit"· 
§§ 32. i -12 and 32.1-1-13 and 32.1-102.1 of 1he Code of \'irginia. 

Historical ro;otes 
Dert\ed from \'R355-30-105 § 2.-1: eff.Juh I. 1993. 

12 VAC 5-280-60. Cost and charges. 
The total cost (direct and indirect) for providing all organ transplantation 

ser\'ices should be comparable to other similar service providers in the health 
planning region and the state. 

Statuton· Authoritv 
H 32. i -12 and 3~.1-l-15 and 3~.1-1 02.1 of the Code of \'irginia. 
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Historical Sotes 
Demed from \.R355-30-l 05 § 2.5: eff. July I. 1993. 

12 V AC 5-280-70. Quality; minimum utilization; minimun survival 
rate; service proficiency; staffing; services . 

. -\.1. Proposals to establish. expand or replace organ transplantation services 
should demonstrate that a minimum number of transplants will be performed 
annuallv. The minimum number required by organ system is 

Kidney .... 25 

Heart. ... l2 

Heart/Lung .... l2 

Li\'er. ... l2 

Pancreas .... l2 

2. Successful transplantation programs are expected to perform substan­
tiallv larger numbers of transplants annually. Performance of minimum 
transplantation volumes does not necessarily indicate a need for additional 
transplantation capacity or programs. 

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 
S\'Stems. rather than developing other programs that could reduce average 
program volume. 

B. I. Facilities should demonstrate that they will achieve and maintain mini­
mum transplant patient survival rates. Minimum one year survival rates. listed 
by organ system, are: 

Kidnev 90-95% 

Heart i0-80'ic 

Heart/Lung (none set) 

Liver 50-60% 

Pancreas 80-90% 

2. Survival rates beyond one year should be consistent with the Health Care 
Financing Administration (HCF A) Medicare program requirements, or with 
applicable professional society recommended standards acceptable to the 
department where there are no HCFA criteria. 

C. Proposals to add additional organ transplantation services should demon­
strate at least two years successful experience with all existing organ transplan­
tation systems. 

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

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. 

421 

108 



12 VAC 5-280-70 VIRGINIA ADMINISTRATIVE CODE 

E.l. 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. 

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

3. Providers of organ transplantation services should collect and submit to 
the department transplantation program operating statistics, including patient 
and procedure volumes, mortality data and program cost and charges. 

F. Providers of organ transplantation services should demonstrate that thev 
have direct and immediate access to a histocompatibility testing laboratory that 
meets the American Society for Histocompatibility and Immunogenetics (ASHIJ 
standards. 

Statutory Authority 
§§ 32.1-12 and 32.1-145 and 32.1-102.1 of the Code ofVirginia. 

Historical Notes 
Derived from VR355-30-105 § 2.6; eff. July 1, 1993. 

Documents Incorporated by Reference 
American Society for Histocompatibility and Immunogentics (ASHI) Stan­

dards. 
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Attachment IV. F. 

The community gastroenterologists who will be medically managing 

the liver transplant population have established practices serving the 

Norfolk, Virginia Beach, and Chesapeake geographic areas. Therefore, the 

majority of the liver transplant population is expected to reside in those 

cities south of the Hampton Roads and Monitor/Merrimac tunnels. This 

assumption is supported by similar city of residence distributions in the 

existing organ transplant programs within the Center. 

The projection of annual liver transplant volumes of 25-30 patients 

was based on estimates frorr1 the gastroenterologists. This group estimated 

how many patients each physician referred from their practice for liver . 
transplants. These individual physician estimates were summed to arrive 

at the projected annual liver transplant volumes. The proforma volume 

estimates of six transplants in the first year, t\Velve in the second year, and 

fifteen in the third year of program implementation were consenative based 

on the expectation that any new transplant program must develop its 

waiting list, as well as, its physician referral patterns. 
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LIVER TRANSPLANTATION PROGRAM PLAN 

The Center proposes to expand its organ transplantation program to 

include liver transplants. There are approxima.tely 25-30 adult patients 

(within the Center's primary market) that Sentara physicians refer out of 

the region and/or State for liver transplants each year. Based on 

information furnished by MCV's liver transplant program, there are also a 

significant number of patients referred to their center by Hampton Roads 

physicians who do not practice ~t Sentara. The Center assumes the 

accessibility of a liver transplant program in Hampton Roads will attract 

patient referrals from both Sentara and non-Sentara physicians. The 

Center expects to perform six transplants the first year of operation, twelve 

in year tvJo, and fifteen in year three. 

Although there are several liver transplant programs within a day's 

drive of SNGH, the frequency and intensity of the care afforded this 

chronically ill population makes it imperative that these patients be treated 

close to their homes, where family and friends can provide the levels of 

support required for their conditions. Discussions with patients, 

physicians, health care providers, community organizations, etc. have 

indicated a keen interest and support for implementation of a liver 

transplant program in Norfolk, Virginia. The letters of support included in 

this application provide documentation of that support. The Transplant 

Center at Sen tara Norfolk General Hospital has provided financial data that 
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the expected survival rate as the rate one expects if a program performs at 

the level· of the national average after adjusting for the particular 

combination of risk factors for the recipients as that program. The survival 

data for the Kidney Transplant Program at SNGH was not statistically 

different. from the expected national UNOS rates. 

As part of the Sen tara Health System's commitment to improving the 

health status for the citizens of Hampton Roads, a focus on providing a 

continuum of care has been a priority for the last 25 years. Each of the 

organ transplant programs was established so that patients who were 

stricken with kidney, heart, or lung failure were able to receive the 

advanced levels of care they needed in close proximity to their home 

envircnments. As a result of the c.hronic diseas~ conditions that afflict 

these patients, it is important that they remain in the vicinity of their family 

and friends for the extensive support systems that transplant patients 

require. Patient accessibility to a consistency of care in treating progressive 

end-stage organ failure is the premise on which the implementation of a 

liver transplantation program is proposed. 
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co~pleteness Questions - COPN Request No. VA-5969 
Sentara Norfolk"General Hospital 00225 
AUg\.!St 15, 1996 
?age 3 

F. 

for organ-specific transplant programs? If such (non-Medicare) 
ar:.~al vol~~e standards exist, please provide them for each type 
of organ transplant program. 

7. On an anpual basis for the 1992-95 period, please indicate the 
number .of kidney, heart, single lung, double lung, and heart·l~~g 
tra~splants chat were done each year at SNGH and the correspond~~; 
pa:ienc survival rates for each category. 

In Year II it is projected that there will be 12 liver 
transplants. How m~~y of them are projected to be indigent 
(r.on-insured) and Medicaid? How were those estimates arrived a ~., 

\,. 

A. Please specify which insurance programs and managed care/HMO 
p=ograms presently pay for liver transplants (Medicare, Medicaid, 
3C/ES, etc.) 

H.l. A::ac~~en: V.H.J. shows a total direct expense figure for Yr. !! 
of $1,440,373 wr.an the actual total amounts to $105,000 more, or 
Sl,S45,37J. Please provide a revised proforma which shows ccr=ect 
a~c~,ts in all categories. 

2. !te Nc:.es to Attachment V.H.J. refer to 11 Patient Listed 11 and 
.. Patient Eval'..lateci 11 average charges, as well as a •Transplant 
Average Charge". For patients who actually receive transplants, 
would the average total charge be the sum of the transplant, 
evaluation, anci listing average charges? Do any of those charges 
i~cl'..lde the professional physician fee, or is that extra? 

3. In a revised proforma, please show separately net revenues and 
costs related to evaluations, listings, and transplants. (If this 
question appears unreasonable or unduly time-consuming to respc~d 
to, please discuss with us.) 

VDH/DCO?N, SAC 
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EASTER.~ V'mGINIA HEALTH SYSTEMS AGENCY, INC. 

11 KOGER EXECUTIVE CENTER I SUITE 232 

ANDREW 8 ~AMlANI 
"'11•01"1 

Mr. Howard P. Kern 
Ch1ef AdminiStrative Officer 
Sentara SouthSide Hospitals 
6CO Gresham Drive 
Norfcik. Virgmia 23507 

J.J.r,~i 
Dear~~: 

NORFOU<. VIRGINIA 23502 

Area Ccce US04~ 4&1~S:S4 

August 21, 1996 00226 
~ . ••~ • • • • I ... ~-....:.= --~ 

• ·•' ··- ~ ...,... I I •• ~ 
' . :~ •'-· 

·: :.-~ :' ~~:: -, r:a::~. -~ 
~ 7':;:..:'· :,, I '-'A:,:, c: ~·:: .. :~-: 

PAUL-,. 80'f'~TC)I( 

E•K•Io•• Oorec:~ 

RE: COPN Request No. VA·5969 
Sentara Norfolk General Hospttal 
Norfolk. Virginia 
Addition of liver Transplant Serv1ces 

E~closed please find our review schedule on the Interested Parties Notification Form for the prcJec: 
referenced above. This information will be sent to all Planning District 20 and 21 hosp1tals. ex1st1r.g 
liver transplant programs in Virginia, and the Norfolk city government. 

Should you have any questions about the schedule, please let me know. We look forward to see1ng 
you on September 16th at the public hearing. 

cc: Sandra J. Miller 
laura G. Aaron, Esquire 
Paul E. Parker 
Samuel A. Clement 

Enclcsure 

Sincerely, 

~,_A-
Paul M. Boynton 
Executive Director 
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EASTER.~ VIRG~ HEALTH SYSTEMS AGENCY, L"iC. 
18 KOGER EXECUTIVE CENTER I SUITE 232 

•HOFlEw B :.u .. tANI 
P•es•cent 

TO: Interested Parties 

NORFOLJ<, VIRGINIA 23502 

Area Ccce (804) 461 ..&834 

August21. 1996 

FROM: ~.M. Boynton. E.xecutive Director. EVHSA 

SUBJECT: Notification of Cenificate of Public Need Project Review 

oo227 

P"U'- W 80V"'~Ciill 
Eaec;.;h•e ~orec:or 

The fcllow1n; project will be rev1ewed by this agency pursuant to Virgmia's Certificate of Public Need 
Law. The proJeCt application is avatlable at the EVHSA office for public inspection. Comments on 
the proJeCt may be made at tne public heanng scheduled below or sent :n wnt1ng to the E'vt-tSA 
office at the address shown above. Written texts of comments presented at the public heanng are 
greatly a~~reciated. 

TY~!: OF R!:VIEW: Standard 120 Day Non-Competing Review in P.O. 20 

P~OJEC7 REQUEST NUMBER: COPN Request No. VA-5969 

?~OJECT AP"LICANT: Sentara Norfolk General Hospital (SNGH) 
600 Gresham Drive 
Norfolk, Virginia 23507 

PROJECT DESCRIPTION: SNGH seeks to establish a liver transplantation serv•ce at 
SNGH's transplant center. The center currently performs k1dney. 
heart, lung, and heart/lung transplants and the liver program w1ll 
utilize the hos,:•tal's existing ORs and recovery facilities. The liver 
program is projected to perform 6 transplants during its first year 
of operation. at.d 12 t:-ansplants in the second year of operat1on 

PROJECT COSTS: 

PUBLIC HEARING: 

EVHSA BOARD ACTION: 

WR:T7EN CCMMENTS DUE. 

Capital-561, 900 Financing-SO 

September 16. 19961 11:00 a.m. 
Conference Room A 
Norfolk International Airport 
Norfolk, Virginia 

November 12. 19961 1:30 p.m. 
Conference Room A 
Norfolk International Airport 
Norfolk. Virginia 

Sec:e~ber 30 1996 
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Septetnber16, 1996 

'witgll~aCr.~t"'~ty Mr. P.aul Parker, Director 
Division of Certificate of Public Need 
Health Facilities Regulation 
3600 West Broad Street #216 

HosPITAL AowrNISTRATION Richmond, Virginia 23230 

'o~ N:;~ .. ·z·. s·;rr 
p ~ 5:138~:' 0 

••!: .• :··· •• ....... &. ........... .. 

Re: COPN Request No. V A-5969 

Dear Mr. Parker: 

Please accept our formal opposition to Sentara Norfolk General Hospital's COPN 
Request Number V A-5969 to establish liver transplant services. The Medical College 
of Virginia Hospitals and MCV Associated Physicians strongly oppose this 
application based on the negative impact another program will have on mortality 
and transplantation costs for the citizens of Virginia. Further, an additional program 
will compromise transplant research taking place at MCV, jeopardize transplant 
training occurring at MCV, and decrease MCV' s ability to medically manage the 
transplant waiting list to optimize patient outcomes. 

MCV has a long·standing history of serving patients with end·stage liver disease 
from the Tidewater area, and many patients have documented the quality and 
convenience of the care they received in letters sent to the Eastern Virginia Health 
Planning Agency. 

Since there exists ample capacity for liver transplant services within easy access to 
patients from the Tidewater area, thert is no public need for an additional program 
in Planning District 19. Following is an elaboration on the specific points of our 
opposition. In addition, attached are copies of a slide presentation made to Medical 
Staff and Administrative leadership from Sen tara on September 3, 1996; copies of 
letters written by Sentara physicians, copies of a slide presentation which will be 
made at the public hearing on September 16, 1996 in Norfolk; and a copy of a letter 
written to Sentara Administration, at their request, to outline possible scenarios for 
collaboration to enhance what they recognized and affirmed as the high quality liver 
transplant services provided by MCV to patients living in the Tidewater area. 
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State Medical Facilities Plan for Organ Transplantation: Section IV.E.2.2 
Distance As A Banier To Transplant Services 

Sen tara Health System's principal formal argument for approval of a new liver 
transplant program is the inconvenience associated with travel time between the 
Tidewater area and Richmond. The State Medical Facilities Act for Transplantation 
Services states that transplant services should be available within two hours to all 
patients of Virginia. Sentara asserts in their application that the closest providers 
(MCV, UV A and Fairfax) are located more than two hours away hom the majority 
of patients in Sentara's service area. As such, Sentara implies that an inconvenience 
exists sufficient to warrant an additional program. 

The closest liver transplant service to the Tidewater area is MCV. The next closest is 
tiVA. For a majority of the population in Sentara's service area the distance to MCV 
is less than 100 miles. According to the American Automobile Association (AAA), 
the travel time from Norfolk to Richmond is 1.5 hours and the travel time from 
Virginia Beach to Richmond is 2 hours. 

State Medical Facilities Plan for Organ Transplantation: Section IV.E.2.3 
Availability 

Sen tara supports its position regarding a new liver transplant program in part by 
referencing Section 2.3.A. of the Plan. The section states that "There should be no 
more than one transplantation program for each organ system in a health planning 
region." Sentara states that no such service exists in the planning region. Though 
this is true, the standard does not require, nor does it suggest, that the absence of a 
transplant service in a planning rtgion is cause for starting a ntw one. 

According to UNOS, in calendar year 1995, 21 people who reside in the Tidewater 
region received liver transplants. Eleven of the 21 received transplants in UNOS 
regions other than region 11. Specifically, 4 patients received transplants in region 2 
(Northeastern U.S.) and 7 patients received transplants in region 4 (Southwestern 
U.S.). This clearly demonstrates that dist~anu is not 11 signifiCAnt ~access barrier (or 
most of tht residents of the Tidewatn region who art in nttd of livt'r 
transplantation. 

Access to liver transplant services is more than simply a function of distance. The 
availability of organs, historical referral patterns, and managed care contractual 
relationships with transplant centers outside the service area determine where and 
when an individual receives a liver transplant For those patients who will receive 
services from a local provider, MCV is well positioned to provide liver transplant 
services, and has done so successfully for more than a decade. The most dramatic 
improvements in access to liver transplantation (or the residents of Virginia can be 
accomplished through initiatives directed at improving the rate oforxan donation. 
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Finally, MCV has offered in writing to provide services to Sentara and Tidewater 
patients that would help mitigate the issue of traveling to Richmond for some pre· 
and post- operative care. MCV has offered to arrange for telemedicine services as 
well as the establishment of a satellite transplant hepatology practice in the 
tidewater area. 

State Medical Facilities Plan for Organ Transplantation: Section IV .E.2.5 
The Cost Of Liver Transplant Services 

Sefltara states in its application that its cost and charges will be comparable with 
other transplant providers, and that Sentara is a low cost/low charge provider. 
Though Sentara's charxe st:ructure may compare to other providers, initiation of a 
new program will undoubtedly require an investment in fixed costs, thereby 
substantially increasing the overall E2!! per procedure in the region. The creation of 
a new liver transplant program will not likely increase the number of transplants, 
but will increase the cost to be borne by citizens and/ or payors. 

Reflecting on the establishment of a liver transplant prt"'sram at MCV allows us to 
speak from experience on the significant investment required to build a quality 
program. Some examples of the fixed cost associated with a program are the 
transplant surgeon's salary {typically guaranteed for ~me period of time by the 
sponsoring hospital), specialty nurse coordinators, specialized lab technicians, 
financial coordinators, hepatology practice support, operating room equipment and 
setups, administrative personnel specific to the program, and data management 
resources. The expenses associated with these fixed costs can total in the hundreds 
of thousands of dollars. 

MCV believes that the addition of a new liver transplant program in Virginia would 
serve only to dilute the existing transplant population and force the allocation of 
significant fixed costs to fewer patients. 

State Medical Facilities Plan for Organ Transplantation: Section IV.E.2.6 
Quality 

Probably the most compelling argument for or against any new clinical service is the 
potential of that service to improve clinical outcomes. As with many other 
extremely complicated procedures, the clinical outcome for liver transplants 
improves as the number of procedures performed inaeases. 

The United Network for Organ Sharing (UNOS) is the primary procurer of solid 
organs for transplant . According to UNOS, 12 liver transplants must be performed 
per year in order for a tl'ansplant program to receive UNOS certification. 
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Sen tara Health System projects performing six transplants in year one, twelve in 
year two, and fifteen in year three. MCV believes that these projections are highly 
optimistic. Capturing 100% of the stay-at-home market would require referring 
physicians to sever referral relationships with MCV physicians that have existed for 
decades, all payers covering patients from the region to change contractual 
relationships, and for patients to all prefer transplant services at a young program. 
MCV believes this is highly unlikely. 

MCV has performed liver transplants since 1984. During that period our volume 
has increased to a current rate of over 75 per year. MCV has been able to achieve a 2 
year survival rate of 79% and a 5 year survival rate of 68%. Both rates are superior 
to national averages. 

An important indicator of the quality of MCV's liver transplant program is the liver 
transplant waiting list death rate. According to UNOS, the 1994 national average 
was 7.8%. The MCV liver transplant waiting list death rate is 3.8%. MCV believes 
this significant difference can be attributed to MCV's exceptional ability to tnedically 
manage a large waiting list. The skill set and experience necessary to achieve such a 
low waiting list death rate was developed over a period of years, and is assisted by 
the diversity of acuity afforded by a larger list Low waiting list mortality and 
superior patient survivals are achieved through a delicate balance of timing 
transplant, as influenced by the independent variables of deteriorating patient 
health, donor-recipient match, and waiting time. 

Though predicting mortality is difficult, MCV believes that mortality associated 
with liver transplants will be high for a new program. MCV initiated liver transplant 
services 1984. The one year survival rates for years one and two was 50%. Henrico 
Doctors Hospital launched a new liver transplant program in 1990. That year, five 
patients were transplanted but four of the five died. Though the program still 
technically exists, no liver transplants have been performed at Henrico Doctors 
Hospital since 1990. As stated previously, the implementation of a new liver 
transplant program will likely not result in an increase in the number of liver 
transplants performed in Virginia. Redistributing the liver transplant population 
over multiple programs will result in fewer procedW'es at each center. The 
opportunity for existing programs to improve proficiency by performing high 
volumes of liver transplants essentially evaporates. Now a mature program 
performing an annualized rate of 75 liver transplants, MCV has improved its one 
year survival from 50% to 82%, far in excess of the national average. 

£rposing patimts (rom the Tidewater GreG to unntctssGry mortGlity due to prorram 
start-up is unethical fiven the clost proximity of a hifhly succtss(ul program such 
asMCV. 
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MCV is an academic medical center with a multi-faceted mission including the 
provision of high quality medical care to the citizens of Virginia. The training of 
physicians, nurses, and allied health professionals is an equally important 
component of our mission. n~ initi11tion of this proj~ct has th~ potential to reduce 
MCV's ability to provid~ traininr in liver transplantation by r~ducinr prorram 
volumes required for traininr and fellowship certification. As one of only two state­
sponsored liver transplant training sites in Virginia, it is imperative that the MCV 
program not be threatened by the proliferation of unnecessary transplant programs. 

Improving Transplant Outcomes Through Clinical Research 

~1edical research is the third component of MCV's mission. At no time in the 
history of medicine in the United States has the threat to research at academic 
medical centers been more severe. The pressure to reduce the cost of health care is 
intense. Most payors do not recognize the value of research and do not reimburse at 
levels sufficient to maintain these programs. 

It has been demonstrated repeatedly that significant advancements in transplant 
technology occur primarily at research-based transplant programs. The transplant 
physicians and surgeons at MCV have been involved in pioneering cutting edge 
transplant therapies. Such involvement includes the development and refinement of 
rejection suppression drug therapy, hepatocyte transplantation, and segmental liver 
transplantation surgery. These advancements can continue only ii patient volumes 
are sufficient to sustain a program with a threefold mission. 

Proliferation of transplant programs further erodes th~ ability to conduct research 
in critical areas of medical care. Smtara's liver transplant proposal is an 
additional threat to that ability while adding littl~ to meaningful transplant 
research in Vir;rinia. 

SUMMARY 

In summary, MCV believes not only that no public need exists for another liver 
transplant program in this region, but that Sentara's justification for initiating a new 
liver transplant program is inadequate and that the decision to pursue such a path is 
ill-advised. The travel time for the vast majority of Tidew:-ter liver transplant 
candidates to MCV is less than the stated two hours. It is understood throughout 
the industry that the clinical and financial risks of developing a new liver transplant 
program are quite high. The adv.ent of such a new program will inevitably lead to 
increased costs, poor clinical outcomes, unnecessary deaths, fewer trainil'lg 
opportunities, and reduce~. research capability. 
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Clearly the only real benefit provided by this application for services will accrue to 
the applicant, and it does not address any urunet need. We therefore urge the 
Eastern Virginia Health Planning Agency, the Office of Resources Development, and 
the State Department of Health to deny this application. 

Carl R. Fischer 
Executive Director 

Qo~etchin M.D., MS.P.H. 
President 

~fedical College of Virginia Hospitals MCV Associated Physicians 

A tt.:duner.!s 

cc: Paul Boyton 
Mike Byrne 
Andrew A. Lasser, Dr.P.H. 
Scott Eldredge 
~fare P. Posner, M.D. 
Robert A. Fisher, M.D. 
Mitchell Shiffman, M.D. 
Brian Letourneau 
Marcos Irigaray 
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GASTROENTEROLOGY, LTD. 

August 20, 1996 

Dr. Richard L. Hurwitz 
Virginia Vascular Associates 
880 Kempsville Rd., 11000 
Norfolk, VA 23502 

Dear Rick: 

00236 

1101 FIRST COLONIAL ROAD. SUITE 2C 
VIRGINIA BEACH, VIRGINIA 234.54 

PHONE (804) 481-4817 
FAX (8()11)481·7138 

Thank you for your letter regarding the tentative plan for 
establishing a liver transplant program in Hampton Roads. While 
initially this seemed to be an appealing idea (primarily for 
reasons of convenience) , I subsequently have had some reservations. 

The majority of our liver transplant patients currently go to MCV, 
where the service has been excellent. Fortunately, this 
institution is really not very far away and has a very well­
established and successful liver transplant program. While I do 
not doubt that the surgical and technical aspects of the procedure 
can be mastered herG in Tidewater, I am not at all confident that 
the current situation in Tidewater lends itself well to the 
establishment of the other components necessary for a successful 
liver transplant program. 

The medical aspects of liver transplant evaluation and management 
would require a full-time dedicated hepatologist, preferably allied 
with a major academic institution. I do not think that community 
gastroenterologists can function effectively in this role. 

We must also consider that the effectiveness and success of the 
liver transplant program depend to a great extent on the depth of 
its experience. I think that dilution of this experience by 
establishment of an additional liver transplant center in our 
region does not serve our patients well. 

At the present time, the availability of liver transplants is 
limited primarily by the availability of transplantable livers. A 
second transplant program, with additional hospital beds, equipment 
& physicians, will do nothing to change the one limiting factor. 
In addition, it may d~inish th~ overall quality and effectiveness 
of this procedure in our area. 

~continued-

122 



. .... ,;:- ... 

Dr. Richard Burwitz 
Auqust 20, 1996 
Continued - page 2 

00237 

I would, therefore, recommend that the plans for a liver transplant 
program in Hampton Roads be shelved for the present time. 

~~ 
Rawles, Jr., M.D. 

/jr:js 

Dr. Mitchell Shiffman 
Chief, Bepatoloqy Section 
Medical College of Virginia 
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BERTON W. ASHMAN. M.D. 
ALAN P. GANOERSON. M.D. 
JAMES W. RAWLES. JR .• M.D. 
JAN A. JANSON. M.D. 

July 8, 1996 

1 101 FIRST COLONIAL ROAO. SUITE 2C 
VIRGINIA BEACH. VIRGINIA 2US. 

PHONE(~) 481-.a17 
FAX (80.) 481-7138 

-... ,::- . 

Dr. Richard Hurwitz 
Virginia Vascular Associates 
880 Kempsville Rd., 11000 
Norfolk, VA 23502 

Dear Rick: 

Thanks for your letter of 6/27/96. Unfortunately, due to a heavy 
day after being on-call, I was unable to attend the meeting to 
discuss a possible liver transplant program at Sentara Norfolk 
General Hospital. 

I have certain concerns that you should know about. I believe that 
there are at least three centers in Virginia which are already 
performing transplants. Forming a fourth center, I believe, would 
dilute our regional centers' experiences. To wit, I do not believe 
there is enough pathology to support a liver transplant center in 
Norfolk. 

Thank you for your attention to this matter. Please don't hesitate 
to contact me if you wish any further discussion. 

Sincerely, 

Jan A. Janson, M.D. 

J'AJ:js 

cc:~. Mitchell Shiffman, Medical College of Virginia 
Dr. Michael Ryan 
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Completeness Question& • COPN Request No. VA·5969 
Sentara Norfolk General Hospital 
August 30, 1996 

Section II.H. 

00278 

How long would It be from the ·date of COPN approval until the liver transplant 
service is ready to accept the tim patient? · 

An experienced liver transplant SUfieon mun have SNGH medical suff privile&es and be relocated to 
the Tidewater area before the tim patient can be accepted. If the liver uansplant su11eon is available, 
SNGH will be able to accept its tim liver transplant patient thirty days from the date of Certificate of 
Public Need (COPN) approval. The United Network for OJian Sharin1 (UNOS) application for 
conditional approval to perform liver transplants will be submitted to coincide with COPN approval. 

Section 111.8 

Projected total patient days for the 644 beds at SNGH for the two years following 
completion of this projea (p. 7) are different from the total computed by adding 
patient days across all Inpatient service categories. For 1997, the difference is 
2, 126 patient days, and for 1998 the difference Is 2,084 patient days. Please 
explain the difference or revise the projected padent days. 

A revised projected patient days is attached. 

Section IV .A.l. 

Please discuss where the liver transplant surgeon will be recruited from; why he/she 
is willing to leave that facility to come to SNGH; and why he/she Is willing to do a 
relatively low volume business ( 12 procedures In Year II) compared with U.VA. 
And MCV. 

There are currently two suf'lfcal practices In the Norfolk/VIrcinla Beach/Chesapeake area that are 
recruitin1 experienced liver transplant vascular surteons. Candidates are bein1 recruited from 
throulflout the United States. The availability of st.ate-of·the-art dla&nostic and trutment facilities, 
the Eastern Vll"lfnla Medial School (EVMS) teachin& and research environment, and the desirability 
of the Hampton Roads meuopolitan area should make the recrufanent or a liver transplant surteon 
relatively easy. 

AJ discussed in the prolfam narrative previously submitted with the COPN application, the three year 
liver transplant volume projections of 6 in yeir one, 12 in year two, and 1 S in year three are 
conservative estimates. A liver transplant proaram at SNGH would be expected to perfonn 25·30 
transplanu annually based on the current volumes of patients in the ndewater area who are referred 
for liver transplantation. 

2 
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Completeness Questions-· COPN Request No. VA·S969 
Sentara Norfolk General Hospital 
August 30, 1996 

Section IV .A.2 

00279 

Will the liver transplant surgeon who is recruited for SNGH have any type of 
"success rate" clause, relating to morbidity and mortality rates, stated in his/her 
contract with SNGH? · 

The liver transplant suraeon is beini recruited by the private praCtice physician community. 
Therefore, we anticipate the employment contract will be with the physiciin practice and not with 
SNCH or Sentara. 

Section IV.A.3.p.6. 

Who are the three G I physicians "who have committed to medically manage liver 
transplant patients"? Please provide their curriculum vitae. 

The Curriculum Vita for each of the three Cil physicians who have committed to medically manage 
the liver transplant patientS are attached. 

Section IV.A.4.p.7. 

What is an "lntensivist"? 

An intensivist is an Internal Medicine Physician who is boarded in Critical ure Medicine by the 
American Board of Internal Medicine or the American Board of General Sul'lery • 

Section IV. B. 1 • 

Of the 25·30 Sentara patients receiving liver transplants elsewhere on an annual 
basis, as identified by Sentara physicians, how many were specifically referred to 
MCV, to U. VA., and to other facilities In 1995? 

A July 18, 19961etter written by Dr. Mitchell L. Shiffman to all psuoenterofC)Iists in the Tidewater 
Medial Communiry indicates 112 ~tienu have been referred to MCV from the ndewater area in 
the last three yean.' Of these 112 patienu, JS were transplanted. Thus, accordlna to Dr. Shiffman's 
data, MCV transplants 12 patients per year from the Tidewater reiion. Physicians have estimated an 
additional 5 patients are transplanted annually at UVa. There are also patients referred to centers 
such as Pittsbui"Jh, but the numbers of patienu referred to centers ouulde the State was not available 
from the physicians. 

1 Dr. Shiffman is Chief of the Hepatology Section and Medical Director of the Liver Transpl~t Program at 
MCV. In his lener, Dr. Shiffman did not detail the specific geographic areas or the zip codes of the patients that he 
considered Tidewater area patients. · 

3 
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Completeness Question•· COPN Request No. VA-5969 
Sentara Norfolk General Hospital 
August30, 1996 

00280 

Data provided by the UNOS Research Department indicates 18 patients from the SNGH primary 
service area received liver uansplants in 1994 and 21 patients received transplants in 1995.2 Of 
these 21 patients, only 10 were transplanted in UNOS recion II, which includes the Vireinia Centers. 
Data identifyins the facilities at which the transplants were performed is privileced information and is 
not available from UNOS. 

Section IV .8.2. 

To which liver transplant program are the maJority of patients from the Hampton 
Roads area referred? 

Based on physician feedback re1ardin1 their referral patterns, it is believed the maiority of patients 
from the Hampton Roads area are currently referred to UNOS R.e&ion 11 uansplant centers. 

Section IV.B.3. 

Are children ever candidates for liver transplants? If so, to which transplant 
program are they referred? 

Children are candidates for liver transplants. The EVMS Gl physicians who practice at the Children's 
Hospital of the Kin&S Dau&tuers (CHKD) have indicated they currently refer their pediauic liver 
transplant patients to the UniversitY of Virtinia (UVa). It ls not known if all Gl physicians refer their 
pediatric patients to UVa. 

Section IV.D. 

Please explain why SNGH (with kidney, heart, lung, and heart-lung transplant 
programs in place for some time) has waited until now to propose doing liver 
transplants? 

The Transplant Center Ludership has evaluated the implementation of a liver transplant procram 
since 199 1. The decision was made to flm implement the lun1 and heart/1un1 transplant procram in 
1993·94. Under the SMFP, It Is sunested that orpn transplant procrams demonstrate at least two 
years successful experience with exlstin1 Of'lan tnnsplanu. 

2This data was compiled from the zip codes of patients whose records were submitted to the UNOS 
registry. The Research Department indica~ed that not all patients in the registry had zip c:ode data submined 
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Mr. Paul ~1. Boynton 
Executive Director 
Eastern Virginia Health System Agency 
.1800 Koger Executive Center, Suite 232 
Norfolk, VA 23502 

September 17, 1996 

RE: Certificate of Public Need 
Request Number VA 5969 

Dear l\fr. Boynton: 

('1,-~ ') lJ l . 
~ ~- jJ :. .. '- • 

_ G ··· : ... r-::-= .• 1 ru: .... • 
• • ::;~ . .:~ ••• , 1 \'A. Ce~l. of r.t:: :.; 

Out of dutiful respect to your adn1onition regarding debate 
during the course of the Public Hearing yesterday, in spite of great 
temptation on my part, I chose not to rise to speak at the end of the 
hearing, but wish to offer at this time additional comments and 
data germane to our opposition to the C.O.N. request for an 
additional Liver Transplant Program in the State of Virginia. 
Included also, is our ~~official response" to your request for 
clarification and additional data regarding transplant center 
volume and outcomes, and the numbers of out-of-state MCV liver 
transplant recipients . 

I have been involved with Transplantation in the State of 
Virginia since my arrival to Richmond, as a Surgical Faculty 
member in the Division of Transplantation Surgery, Department of 
Surgery at the Medical College of Virginia in 1983. I have been an 
intimate witness to the history of transplantation as it has unfolded 
and involved the disintegration of a premier Heart Transplantation 
Program (1989) at the Medical College of Virginia and proliferation 
of Liver and lGdney Transplant Programs throughout the State 
over the past 13 years. I would offer you this brief historical 
perspective in hopes that it may further illuminate the issues . 

The Medical College of Virginia Transplant Program is one 
of the three original Transplant Programs in the U.S. (the other t\\.'o 
were in Denver and Boston) and was pioneered by the late Dr. 
David Hume, Chairman of Surgery at ~tCV in 1962. In the last~ 
years, \\·ell over 1200 renal transplants, 350 liver transplants, 400 
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heart transplants and 30 simultaneous kidney-pancreas transplants 
have been done at MCV. The Heart Transplant Program was begun 
in 1968, and is the second longest continuous Heart Program in the 
world (Stanford is the first), pioneered by Dr. Richard Lower, who 
performed some of the seminal experimental work which 
eventuated in successful clinical human heart transplantation. 

Liver transplantation actually begun at MCV in 1969 for a 
brief 3 year interval, but was dropped for the next twelve years 
until overall results improved as a consequence of the introduction 
of Cyclosporine immunosuppression. The modern MCV Liver 
Transplant Program was begun by Drs. H.M. Lee, Mendez-Picon 
and myself as principals in 1984. It was reorganized in 1991 with 
the departure of Dr. Mendez-Picon, and seini-retirement of Dr. 
H.M. Lee, under the direction of myself and Dr. Mitchell Shiffman. 
Over the next several years, we recruited an additional three 
experienced, well-trained liver transplant surgeons, as well as 
additional hepatologists. As the national stature and notoriety of 
our Hepatology group grew in their field, we have been able to 
attract large numbers of patients seeking their tertiary medical care 
for end-stage liver disease at MCV. This has provided us with a 
liver transplant waiting list of 60-75 patients at the present time, 
which is the single most important driving force behind our 
yearly liver transplant recipient volume, since there remains 
throughout the world, a scarcity of donor solid organs for 
transplantation. Obviously then, any new Liver Transplant 
Program in our CPO region will participate in a "common OPO 
waiting list'' which prioritizes organ allocation according to 
waiting time among other things. The program with the largest 
waiting list, and longest waiting times will attract the most donor 
organs for its recipients under the current sharing arrangements 
mandated by UNOS. This will more seriously disadvantage a new, 
small program than if it were the only program in the OPO, and 
thus will prolong the time to which a Liver Transplant Program 
which is starting up will achjeve reasonable transplant volume. 
This will be true regardless of present referral patterns. The point I 
am making is that Sen tara may ·well be a bit naive in thinking they 
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will build their program in only a few short years. Reflected also in 
. Dr. Roberts' paper (Attachment m, is the current movement in 

UNOS, and supported by the American Society of Transplant 
Surgeons, to broaden organ distribution/ allocation regions and to 
consolidate and centralize transplant centers. Addition of a new, 
superfluous liver transplant program to a cachement area already 
well served by a mature, high volume liver transplant center is 
thus anathema to the current trend in national healthcare plaMing 
for transplantation. 

We have transplanted livers into 62 recipients in FY 95, and 
so far this calendar year, we have already performed 47 liver 
transplants. Annualized, we are predicting 70-75 liver transplants 
·wHl be performed at MCV in 1996. This is a direct function of the 
size of our waiting list, use of "reduced size" livers, as well as our 
aggressive posture tO\\'ards using what were once believed to be 
"marginal donor'' livers, in an effort to expand the donor pool as 
well as reduce waiting list mortality. This aggressive stance toward 
marginal donors is like\vise a function of a "mature" experienced 
program. We have been successful in reducing our waiting list 
mortality, at no increase in our "primary liver nonfunction" rate, 
and our survivals, as you heard yesterday, exceed the national 
averages for liver transplantation. 

A combination of factors accounts for our current highly 
successful liver transplant endeavor, which as you also heard 
yesterday, struggled, as all start-up liver programs do, in its first 
few years. Our surgical and medical teams have continued to 
amass experience and expertise in this field as a result of 
continuing increasing liver transplant volumes, the teams have 
matured and consolidated their efforts over the past S-6 years as 
they have worked together. There have been tangible, definite 
improvements in surgical and anesthetic technique; better, more 
immunespecific immunosuppressive medications; marked 
improvements in organ preservation; more accurate and complete 
preoperative patient assessment and evaluation as our 
understanding of end-stage liver disease has improved and 
expanded. We have been able to accomplish this not only as a 
result of our own commitment and dedication to the program, but 
~·ith fundamental support from the Academic Medical Center, 
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MCV Hospital Administration, the Medical School and as a direct 
. result of our overall academic mission which includes teaching and 
research. The Liver Transplant Program required significant 
financial assistance, which it generously received from MCV 
Hospital, in its start up phase, because, as you may know, the 
University Hospital Consortium benchmark "break-even" point for 
Liver Transplant is approximately 20/year. The Liver Transplant 
Program is currently fiscally responsible, even in light of our 
continuing commitment to provision of indigent care. MCV 
Hospital provides the· majority of indigent patient care in the State 
of Virginia, and as such is willing to underwrite several indigent 
liver transplant slots each year. (Interestingly, ~·fCV Hospital has 
even been willing to allow us to add some 30-40 indigent renal 
transplant recipient candidates to our renal transplant waiting list 
over the past several years from the Tide\-vater Area, who were 
def~red for transplant in Norfolk for financial reasons.) 

Simultaneous kidney-pancreas transplant was first offered 
at ~1CV in 1994, as the results of this procedure had improved 
considerably and a true need was perceived to offer this therapy 
for Type I Diabetic ESRD patients in the Richmond-Tidewater Area 
(no other program existed). This progTam is both clinically and 
financially successful, even at low transplant volumes. 

The proliferati~n of what have euphemistically been termed 
"boutique" transplant programs has been a national phenomenon 
over the past 5 years. In this vein, the situation with Heart 
Transplantation in Virginia offers some instruction. In 1988, Dr. 
Richard Lower retired from cardiac surgery and \vas replaced by a 
new Chairnlan of Surgery at MCV who is a Cardiac Surgeon. This 
rapidly resulted in the exodus of three MCV cardiac surgeons, 
trained by Dr. Lower in heart transplant, and the splintering of the 
MCV Heart Transplant Program into t\t.'o additional programs: one 
at Henrico Doctors Hospital (Richmond) and one at Sentara 
Norfolk General. The _Ot:\ly other Heart Transplant Program in 
Virginia in 1988 was Fairfax; WA had not yet begun its program. 
~1CV, prior to 1989, \vas the second largest Heart Transplant 
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Program in the country, doing about 80 heart transplants/year, 
and generating significant high quality clinical and basic science 

· research in the field of heart transplantation as a direct result of the 
activity of its Heart Transplant Program. By the end of 1989, there 
were five programs in Virginia, and the number of heart 
transplants in the state that year dropped precipitously. In point of 
fact, the total number of heart transplants/year in the state of 
Virginia has not significantly increased (1988-1994, UNOS Data, see 
attachment I) in spite of the proliferation of programs. This is not 
surprising in light of the incredible proliferation of Heart 
Transplant Programs throughout the U.S. during this time interval 
and given the overall scarcity of donor hearts. Unfortunately, as a 
member of the Board of Directors of LifeNet OPO, I was forced to 
bear witness to two years of "heart wars" over organ 
distribution/ allocation between the three Heart Transplant Centers 
in Centr:.l and Eastern Virginia, the institutional "self-serving" 
nature of which engendered much bad publicity for 
Transplantation in general. Sentara was (is) a firm believer in "local 
primacy" and felt that donor hearts recovered in Norfolk should be 
transplanted only into Norfolk residents. Fortunately, UNOS (and 
the OPTN, Federal Government) forced a "common list'' 
throughout the OPO for hearts shortly thereafter, which went a 
long way towards equalization of access to donor hearts for the 
heart recipients in the LifeNet cachement area (see attachment m. 
This is the impetus behind Dr. Barnhart's question during his 
statement at the Hearing regarding the make-up of our liver list -
in fact, 85% of o11r liver redpieuts are citizeus of tl.e Stnte of 
Virginia, aud OJdy 60°/o of t116 do11ors nre Virgi11in11s, over the past 
three years. 

As you can readily see from Attachment I, each of the now 
five Heart Transplant Centers in the State of Virginia is doing an 
average of 15-20 heart transplants/ year - barely enough to 
maintain proficiency and "economies of scale", Jet alone any 
meaningful clinical research or teaching. Specifically, the numbers 
for three centers (Sentara Norfolk General-Kings Daughters 
Hospitals, Henrico Doctors Hospital, MCV-McGuire VAH), arising 
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out of one (MCV-McGuire), are depicted below (taken from 
. Attachment I): (Fairfax and UV A are in different cachement areas; 

Fairfax is in a different UNOS region altogether and services 
mainly the Northern VA/D.C. area) 

Numbers of Heart Transplants/Year 
by Center in CentraVEastem Virginia 

YEAR ~88~~89~~~~~9~1--~9~2--~9~3---~~ 

Sen tara 
NGH-KDH 0 10 23 24 11 10 17 

Henrico Doctors 
Hospital 0 1 10 11 17 12 9 

~1CV 
~1cGuire VAH 73 29 32 35 22 14 16 

TOTAL: 73 40 65 70 so 36 42 

One can reasonably ask, what have we really accomplished 
here? Aside from assuaging surgeon's egos and satisfying the "free 
market economy" principle, the total number of heart transplants 
has remained unchanged, almost certainly the direct and indirect 
costs of heart transplantation in Virginia have remained unchanged 
or increased substantially, and no center is doing enough 
transplants to support clinical and basic science research, or 
teaching. Unfortunately, even at this time, some six years later, the 
three centers are unable to collaborate in any meaningful way such 
that the possibility of research and teaching remains elusive. One 
of the only saving gra~es is that at least quality of outcome has 
been maintained, but at ·what overall human and financial costs? 
Moreover, this data strongly suggests that in light of the stable total 
number of heart transplants performed over the six year interval in 
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Virginia, the capacity in the State for Heart Transplant Programs 
. has probably been exceeded. 

The situation for Liver Transplantation over the past six 
years is only slightly different; the data would suggest that we 
have reached a point where additional facilities for Liver 
Transplantation are not only unnecessary, but would seriously 
undermine the ability of existing programs to maintain their high 
quality outcomes, research and teaching initiatives. Attachment III 
shows similar data for Liver Transplant Programs in Virginia over 
the past six years. There has been an increase in the numbers of 
liver transplants in the state with addition of programs at UV A 
(1988) and Fairfax (1992), however, over the past three years 
fincluding Attachment IV - Virgir,ia Transplant Council Statistics, 
1995), this number has reached a steady-state plateau, indicating 
the driving force is now only the numbers of available donor 
organs. The numbers of transplants performed by each of the three 
centers is high enough to support research and teaching, as well as 
maintain quality outcomes and contain overall costs. 

Included at your request Mr. Boynton, are data pertinent to 
center volume of transplants vs outcome for both hearts and livers. 
(See Attachments V (p. 876, Table 85-11), VL VU, VU, IX). These 
data suggest a modest, but real and statistically significant (UNOS 
data, Hunsicker 2 papers) improvement in survival associated with 
midrange center volume, which then tapers off as programs grow 
too large and inefficient 

Finally, as Program Director of an Academic Medical Center 
Transplant Program, in addition to all of our other opposing 
arguments to granting a C.O.N. which ~'ould establish another 
Liver Transplant Program in Virginia, I would like to make a 
strong plea in the service of ongoing research and healthcare 
professional training, both of which are intimately related to center 
volume of transplant activity. Because of the number of patients to 
whom we are able to.offer liver transplantation each year, we have 
been able to conduct clinical trials looking at new 
immunosuppressive modalities, antimicrobial prophylactic 
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regimens, methods of liver allograft preservation, antiviral 
protocols for treahnent of post-transplant viral infections (e.g. 
Hepatitis B), utility of liver cell transplantation as a bridge to 
whole organ replacement in patients with acute, fulminant liver 
failure who otherwise would have died, etc. (see Attachment X­
MCV Transplant Program Bibliography), all of which has, and 
continues to contribute clinically to our knowledge and practice in 
the field of liver transplantation in an exceptionally meaningful 
way. Furthermore, it is as a direct consequence of our volume of 
liver transplants that we are able to provide quality professional 
education and training experience to our medical students, 
housestaff, fellows, attending physician colleagues, etc. relevant to 
the field of liver transplantation. There is no question that an 
additional (private sector, especially) liver transplant program in 
Virginia will do nothing but seriously erode our ability to satisfy 
our Academic Mission, and in my opinion, if only for this reason 
alone, would be ethically unconscionable. In our present 1996 
milieu of the healthcare market economy in this country, our 
ability to continue academic pursuits in consort with provision of 
clinical care is already seriously threatened. Thus, it is that much 
more critical that we have the continued support of the Virginia 
State Health Planning System if we are to be enabled to take the 
Academic Transplant Center into the next millennium. 
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Thank you very much for this opportunity to provide you 
\o\o"ith this additional data, as well as my thoughts and opinions, in 
the course of our strong opposition to the request by Sentara to be 
granted a C.O.N. for a new Liver Transplant Program in Virginia. 

Respectfully submitted, 

f)/(J,/.7 Tn. , . t vv--- ~') 

~tare P. Posner, M.D., F.A.C.S. 
Professor and Chairman, 
Division of Transplantation Surgery 
Director, Medical College of Virginia 

Transplant Program 

cc: Mr. Paul Parker 
Director 
Division of Certification of Public Need 
Health Facilities Regulation 
3600 W. Broad St., #216 
Richmond, VA 23230 

Mr. Samuel Cement 
Project Analyst 
Division of Certification of Public Need 
Commonwealth of Virginia Department of Public Health 
P.O. Box 2448 
Richmond, VA 23218 
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ATTACHMENT I 
OPTN t 995 Annual Report Transplant Center Acti .. it~·-Hurt 

Table 68 
Transplants by State and Transplant Center-· 1988 to 1994 00340 

Heart Transplants 

!state frransplant Center ll 1988fft989f{ 1990f~(1992ff 19931@!!) 
_...._-.----------~ 

l:t~h Laner-Oay SaintS Hospital • S~h Lake City 21 24 24 22 19 12 II 

Primary Childrens Medical Ctr • Sail Lake Cit~· 0 0 0 l 7 7 9 

University of Utah Hosp • Salt Lake City 31 31 JS 19 15 11 IS 

VA Medical Center • Salt Lake City 19 24 18 20 19 16 4 

Total 71 79 .,., 62 60 46 39 

Childrens Hosp Kings O:sughter. Norfolk c 11 --I Virgini:~ 0 0 7 3 3 3 

i F:sirf~~ Hosp • Falls Church 9 II 12 10 12 19: 2l 

I 
Henrico Doctors Hospital • Richmond 0 I 10 11 17 12 9 

r-\ (,'It/ c McGuire VA Medical Center· Richmond 27 II 12 10 7 6 12 

Medical College of Virginia • Richmond 46 18 20 2~ IS 8 4 

Sentara Norfolk General • Norfolk • 0 10 16 21 8 9 14 
Univ of Va Hosp & Childrens Rehab· 0 3 20 2S 2S 22 27 
Charlonesville 

I Total Sl 54 91 105 87 771 91 

I Washington Childrens Hospital & Med Ctr • Seattle 

~~~~~~~· 
I ~~ 
I 

S~cred Hean Medical Center • Spokane 0 18 IS 9 13j 16 I 

I University Hospital • Seattle 13 20 24 21 19il'l4 
I 

Total 13 38 39 30 3~1~ I 

~WISCOnsin Childrens Hosp of Wisconsin· Milwaukee 0 0 0 I 0 1
1i I 

I John L. Do)·ne Hospital· Milwaukee 6 8 II 9 4 2 s 
! St Luke's Medical Center· Milwaukee 22 22 29 27 27 281 24 
I 

University of Wisconsin Hosp • Madison 13 IS 4211 57 

li 
9 16 19 

Total 41 45 49 53 so 731 87 

Source: U'SOS Scientific: Registry data as of October 7, 199S. 

296 
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ATTACHMENT II 00341 

10 
Prioritization and 
Distribution of Organs for 
Liver Transplantation 

john P. Roberts 

Introduction 
Liver transpl:lntation has ~h\'a)'S been governed b)' the availnbility of 
donor organs. Lack of a legal definition of brain de3th hindered 
early efforts to obt3in organs for transplantation. Donation ,,·as 
deferred until c~rdiac function ceased. The donors were obser"ed 
(sonletmies for days) until their hearts stopped. The fen1oral vessels 
were quickly cannul~ted and extracorpore3l perfusion w:ts insti­
tuted. Following perfusion the orgnns were removed for trnnsp!Jn­
tation. The tinle inten·:ll between donor de~th and reperfusion of 
the organs was gener:llly two to three hours. ensuring that the donor 
organs could onl)' be r~covered in the transplant center or a center 
nearby. Because of the small number of patients in whom tr:\ns­
pJantation wns considered. there w:ls little need to decide bet,,·een 
waiting recipients. 

Today. with a firm definition of brain de~th. a person who is 
brain dead cnn be recognized quickly as a potential donor. A call 
goes to a specialized org~nization which sends a coordinator to the 
donor hospital to obtain consent fron1 the fan1ily and manage the 
donor until organ reco,·ery. A series of phone calls is made to those 
transplant centers with patients who are waiting for transplants and 
a potenthtl recipient is found. After allocation of the organs, the 
donor is taken to the operating room. Dissection of the major ''essels 
and the liver is performed. The liver is perfused ,,·ith a preserv:ttion 
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solution that allows successful preservation for up to 24 hours. Afte 
ren1ov~I. the liver may be flo,,·n across the country for impJantatior 
in a patient thousands of n1iles away. 

These radical changes required changes in both the legal ·and 
medical system. Probably the most profound change had to do with 
the passage by states of brain death Jaws in the 1970s and the adoption 
of the 1978 Uniform Determination of Death Act. These aJlowed the 
identification of individuals who were brain dead but whose hearts 
ren1ained beating. The use of brain dead donors '"'ith beating hearts 
pern1itted the optimal preservation of the organs. The Uniform Ana­
ton'lical Gift Act in 1968 allowtd for the next of kin to donate the 
decedent's organs and provided the legal n1echanisrns for the dona­
tion processes to occur. 

ln 1984 The National Org~1n Transplant Act created a national 
organ sh:1ring systtm that was to be n1anaged by the National Organ 
Procuren1ent and Tr:msplantation Network (OPTN). The network 
consisted of organ procuren1ent organizations (OPOs) :~nd trans­
plant centers. The OPOs were: responsible for procuring :~nd distrib­
uting the organs to the transplilnt centers. The OPT~ ilwards a 
contract to an org:Ulization th:u will ildn1inister the network. This 
contract was subsequently aw:trded to the United Net"·ork for Or­
g~ln Sh;1ring (Ur\05). Subsequent legislation has required th;1t all 
OPOs be federally certified and ha\'e a service area th;lt is oi suffi. 
cient size to assure maximun1 effectiveness and efficiency. 

This Jegisl;ltion h~s led to th~ improven1ent in the process of organ 
procurement and distribution. Despite these improvements, serjous 
organ short.1ges persist and have Jed to p~inful discussions about 
ho\\' these organs should best be distribut~d among those \,·ho arr 
waiting. 

The Current System 
Two elements detern1ine the allocation of livers for transp!antdtion. 
The first is the system of prioritiz.uion, currently comprised of two 
factors: the length of time a patient has been '"·aiting ~nd the degrte 
of illness. The prioritization systen1 detennines to which p::ttient. 
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Table 66 00351 
Transplants by State and Transplant Center-- 1988 to 1994 

Liver Transplants 

- ... ,;:- . jsta:e jrransplant Center llt9ssf 
~ 

Jt99o J@!DJ•992 fll99j /{199~ 1 1989 
F== 

Ut~h Latter-Day Saints Hospital • Salt Lake City BJ 18 ~:E~:J!~ -Tot:. I l 18 ll 16 19 ~9 -- .___- --
Virginia Fairfax Hosp - Falls Church 0 0 0 0 4 14 18 

Henrico Doctors Hospital • Richmond 0 0 0 s 0 0 0 

Medical College of Virginia • Richmond 21 18 16 27 31 37 Jj 

Univ of Va Hosp & Childrens Rehab· I 17 5.4 Sl 36 66 62 
Charlottesvi I le 

Tot:. I ll 35 70 Sl 71 117 113 

. ~' 

Washington Childrens Hospital & Med Ctr • Seartle 

§§~Ei~ University Hospital • Seattle 0 29 so 43 52 56 

Total 0 JO 55 48 63 60 

Wisconsin Childrens Hosp of \Visconsin • Milwaukee 

~~w~~~ Froedttrt Memorial Lutheran· Milwaukee 10 28 II 29 2~ 18 

University of \Visc:onsin Hosp • Madison 71 S.S 6S 58 71 60 

I Tot:. I 83 118 9-' 90 I 00 83 

Source: UNOS Scientific: Registry data as of October 7, 1995. 
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- ··~ . Effect of Liver Transplantation on 
Local, Regional, and National 
Health Care 
RogerVV. Evans, PhD 

Li·•er transplantation is an expensive surgical procedure, 
and as such, it raises a \'ariet)· of complex social, economic, 
legal, ethical. and health policy questions.'·' For example, 
transpiantation has been criticized as too"-ostly relative to 
other he3lth·care needs, and, in an era or international 
health-care reform, dis~ase pre,·ention and health promo­
.:"'" are intuiti\'el)· appealing.•·' Not surprisingly, fiscal 

.straint has prompted man)· critics to complain that 
"'g3n transpl::mtation underscores what is wrong rather 
than what is right with health care toda)·. 

the practice of medicine in an increasingly constrained 
health-care environment. To the chagrin or many physi­
cians and surgeons, the most significant health policy 
issues we now race are nonclinical. These issues will be 
raised b)' local, regional, and national regulatory author· 
ities who intend to challenge technology and dictate c:lini· 
cal practice. Accountability will be a primary considera· 
tion because clinical freedom has assumed a price society 
is neither willing to pay nor able to afford. 11 

Both administrators and health serw·ices researchers will 
play a critical role in shaping the future of health care. 
Inept surgeons who have been inclined to shoot from the 
hip, present anecdote as science, and ignorantly dabble in 
polities will have no .. ·aluabte contribution to make. The 
system they ha\·e created to serve their own interests will 
now reject them acutely. Thus, in many respects, the fu· 
ture of transplantation may be as grim as it once was 
bright. 

COST OF ILLNESS 

It is unlikely th:lt the criticism will end soon. Highly .. ;si­
ble expensive procedures from which few people benefit 
will face a serious challenge in the months and years 
ahead. However, instead of looking inward to find a de· 
fense, the transplant community must adopt an external 
proactive response, forcing public health officials to bal­
ance their concerns about transplantation with broader 
health-care polic)· initiatives. For example, although pre· 
vention is an imponant consideration, it clearly adds to 
rather than decreases health-care expenditures. a.' It is in­
appropriate to promote health-care prevention on 
grounds that it \\ill decrease expenditures. Instead, as ar- Liver transplantation raises difficult questions as to the 
gued by Russell, cost-effecth·eness analyses of pre,·ention value of a human life.l1• 2• Valuin& a life remains an on· 
pro,·ide little C\'idence of savings.•· 9 Cost-effecti .. ·eness erous task because we often relate the cost of health care to 
studies, which estimate the net costs and net benefits ofin· an episode of illness rather than analyzing expenditures 
tef'\·entions, show that preventh·e care usually increases longitudinally. For example, a liver transplant, from the: 
medical expenditures. Funhennore, there are many medi· date of surgery to the date of hospital discharge, now costs 
cal and surgical procedures with long-tenn economic im· appro:\imately S 195,220 {Table 85-1). Meanwhile, life· 
plications that ri,·al those of transplantation and with net time medical costs average approximately $225,000 per 
benefits that are substantiall)· less. Thus, as a symbol, a person.2' Comparing these figures, we get a sense of the 
dollar sign can be deceiving. disproponionate share of total resources expended to ef· 

Against this backdrop, we need to cultivate an under- feet a liver transplant, the recipient of which goes on to 
standing or the local. regional, and national implications incur additional cosu of nearly S 18,000 annually each 
or liver transplantation. By joining two paradigms-one year after transplantation. In effect, the liver transplant rc· 

-,ceming the cost of illness and the other, technoloay cipient consumes more health-care resources in 1 year 
!ssment-we can beg.in to anticipate the way in which than the average person consumes in a lifetime. Moreover, 

tne international health-care debate will take shape.•o-11 the life expectancy of the li'.·er transplant recipient is much 
This debate will surely focus on the role of technology a~· -h"ner, the longest survivor having lived 23 years after 
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Effect on Local. Reg.onal. and ~taonal He&IIP\ Cite I 875 

TABLE SS-8 Total inpatient hospital char;t by diagnosis-related group for Olmsted County residents, 1811 

Total Charges, Length of Stay, _,..G Description No. of Patients s days 

373 Va&~n~l de!t'el"f "·ithout complic:auna di;anoses 1296 l.l07.~4 2.5 

112 Perc:\.ltaneous c:ardio.,·ucul~r prcxedures 115 l.066.1l9 5.4 

... J06. Coron:l~ anery brpw "·ith cardiac catheterization S9 2.027.116 14.5 

~09 Major joint and limb reattachment procedures 141 1.936.071 10.6 

462 Rehabilitation 87 1,729.850 35.0 

148 Major sm:lll· and larae·bowcl procedures with c:ompliadna conditions 96 1.656.897 IS.4 

4)0 PsychoKs 187 1.640.935 17.0 

483 Trac:heos:om) uc:ept for mouth laryn~ or ph;aryn.' disorder 1l 1.109.399 59 4 

89 Stmple pneumonia and pleulis)· at:aae arcater than 17 years with coronary care ll6 1.067.670 59 

127 Hun f:lih.:re and shod: 

broader sense. it is a process ofpolic)' research that exam­
ines the shon- and Jong-tenn consequences of individual 
medical technologies and thereby becomes the source of 
information needed by policymakers in fonnulating regu­
l~tions and legislation, by industry in developing prod· 
ucts. b~· health professionals in treating and ser.·ing pa· 
tients. and b)· consumers in making personal health 
· ·cisions. The :esults of any technology assessment may 

ve differing implications for the patient, the institution, 
tnird·pany payers, physicians, administrators, health-care 
professionals, and society. The scope of a comprehensive 
technology assessment should include many of the follow­
ing issues: need. demand. supply, benefit, outcomes, cost­
effecti .. eness. appropri~teness. social considerations, ethi· 
cal implications. and legal ramifications. 

Elsewhere I ha ,.e provided detailed analyses of \'arious 
aspectS of a technolog)· assessment of liver transplanta· 
tion. 1 I elaborate on some of these here because of their 
implications for policymakers. In panicular,l want to ad­
dress the matter of cost·effecti veness because this issue will 
continue to fuel much of the debate as to the relative prior­
ity of Jh·er transplantation given other health-care needs. 
This task will spark controversy because it forces us to 
come to grips with economics-based moral and ethical di­
lemmas that few people have been "illing to confront o~ 
jectively. There are, after all, more dubious ways to spend 
the health·care dollar than on transplantation. Funher· 
more, as noted pre\iously, despite its attraction, health 

210 l.OlS.44S 6.0 

promotion and disease prevention may also ha .. ·e a cost for 
which society is neither willing nor able to pay. A few e~­
amples "ill pro\·ide a little health policy .. food'' for 
thought. 

Lh·er tl'3nsplantation i• an e~pensive surgical proce­
dure, the beneflci~ries of which will continue to incur sub­
st~nti31 posuransplantation e:tpenses (see Table 85- 9). 
Liver transplantation is not a cure, and, in the words of 
Lewis Thomas, it is liuie more than a "halfway technol­
ogy:·•• As such, liver transplantation presents some inter­
esting technology assessment challenges; it has diffused 
rapidly in the hands or many surgeons whose credentials 
are often questioned. In 1981, 26 li .. ·er transplantations 
were perfonned at one program. In 1992, more than 3000 
liver transplantations were perfonned at I OS programs. As 
shown in Table SS -I 0, patient outcomes were highly vari­
able in 1988, although a detailed analysis indicated that 
there was but a modest association among li~r transplant 
volume, outcomes, and cha11es (Table 85-ll).so. 51 

Nonetheless. these data and others like them have Jed to 
spirited debate as to the selection or transplant patients 
and the desianation of qualified transplant programs. 

In the United States, many third-pany payers, trans­
plant surgeons, and transplant ph)·sicians have speculated 
as to how inept patient selection in the hands of unquali­
fied surgeons has diminished the relative cost·effecti .. e· 
ness oflh·er transplantation. Althou&h the rhetoric is more 
profound than the data, there is reason to be concerned 

TABLE 85-9 Summary of liver tr•nsplantalion procedure charges, 1993 

25th Percentile, 50th Percentile, S 75th Percentile, 
Element of Cost Minimum,S s . (Median) s Muimum. S 

Hospital charaes 26.911 90.316 l39,3ll lS.&.SQ.a 1.803,06! 

.nor orpn acquisition charats 6.394 17,150 21,100 2S.713 87.~C8 

Suraeon fees 9.373 20,085 20.085 ~S.876 10~.~69 

Other profes.sional fets 208 7.532 13.987 26.3-as 179.Q.a:! 
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TABLE 85-10 Distribution of liver transplant centers accordln~ 
to acaual ont·ytar patient survival rates, 1188 

Transplant Centers 

Survival Rate. •;. NumDer .,. 
.000-.500 19 35.8 

.501-.600 4 1.S 
- ... -=-

.601-.650 7 13.2 

.651-.700 s 9.4 

.701-.750 6 11.3 

.751-.800 ·J 5.1 

.801-.850 2 J.l 

.851-.900 2 3.8 

.901-.950 2 3.8 

.951-1.000 3 S.7 

From E¥1ns RW. M~nn&ncn OL. Cone F'B. The !'iat1on~ Cooper:tlivt 
Tr2nsp!an~uon S&wd)·: Final Rcpol'\. Scaulc. WA, ~nellc Scau1e R~h 
Ccnlft. 1991. 

even about the ··expert" opinion that endorses the concept 
that onl)· the sickest of patients should receive liver trans· 
plants.'2 As the proponents argue, these patients may de­
ri\'e the greatest short-term benefit; however, they do so at 
tremendous expense. As shown in Table 85- 12, when all 

ndidates are considered, the sickest patients actually 
... ·e the poorest 1-year sur.·ival rate and incur the highest 

transplant procedure charges.' Clearly, there is a contin· 
uum of care, and the objective is to identify that point in 
the disease trajectory that offers the patients , .. ith end· 
stage liver disease the opportunity to benefit both opti· 
mally and cost-effectively."-61 The cost or salvaging the 
patient who is near dead cannot justify the surgical chal­
lenge or mask the intent to allocate donor livers dispropor­
tionately to high-volume transplant centers that have be· 
come increasin&)y cost-ineffective as a result of policies 

T ABL.E 85-11 Uver transplant program volume, ovtcome, and 
charge relationship, 1 Ill 

Transplant Volume 

< 25 proctdurcs 

25- 70 procedures 

> 70 procedures 

< 30 procedures 

30-70 proc:cduru 

> 70 procedures 

One-Year 
Patient 
Survival 

59.0 

67.2 

64.3 

Average 
Procedure 
Chlrges 

Sl31,45:! 

150,447 

154,632 

~ mod&rted from £,"lru R\lr', M:Lnniocn 01.. DoDI Fl. Tile ~atioul 
Aperau.,e Tral'.splan~uoa S&ud)·: Final Report. Sanle. WA. Ban.cUc Sanle 

Rnnrc:h Center. 1991: Evacs RW. uea..tive Swmm.ary. The Natioul 
Coopenuvc TraD.Splan~l.loc S&udy (:cpon BKARC·IOC.H 1-4!0). Sanle, WA. 
lattcUt Scan.le Revard\ Cecaer. 1991. 

00360 
TABU: 85-12 Liver transplantation procedure chargea blstd 
1t1tua before surgery on 

Status Before Total Ont·Ytar 
Transplantation Charges, S LOS, days Surtivat,% 

On life suppon 36 . .a 
211,711. so• 

Intensive care 6.:J 
Hospitalized 154,077 42 69.6 

Homebound 73.9 

ll ... 797t l!t 

Not hospitalized or 
homebound 81.9 

Overall 145,795 33' 63 8 

•combined Aau~ tor on life suppon :and intcftilve care muucs. FiMa~l:L.I d.au 
were obwi\Cd for &oo few caaa lO penni& a de~ilcd brulr.down baled oa &11 
QlfiOritS Of S~IUS before lftftSplaft~tion. 
tCombinccS "''"' tor homebound and no& hospiw&ud or hon~ebound s~ausn. 
Fin.anrial cl.l~ weft ob~inca tor too rew C2ltS to pennit a de~i1cd bratuso-1a 
buccS on all aaecoria or swus before transptan~tion. 
From E'-ans RW, Manftincn DL. Doua A. The National Coopcra&i.,e 
Transplan~tion S&udy: Fiul Rcpo~ Seattle. WA, Baneltc Sau.lc Raur~h 
C'cn&cr, 1991. 

that favor the listing of patients ~·ho are too sick to benefit 
from liver transplantation. Likewise. those programs that 
perform transplantation in patients who are relatively 
healthy and can benefit from altem~tive fonns of therapy 
cost-effectively should not be accorded priority over pa­
tients for ,.·hom other treatment options have been ex­
hausted. Clearly, a balance must be struck, and research 
into the optimal timing of transplantation will better de­
fine at which point the cost utility ofliver transplantation 
is most ra .. ·orable. 

Unfortunately, amidst the debate as to patient selection, 
the li\·er transplant community has become self·sel"\ing, 
often placing institutional needs ahead of those of the pa· 
tients they serve. From the perspective of technology as­
sessment, the results will be disastrous. Rather than look­
ina for methods by which to improve the overall 
cost-effectiveness of Jh·er transplantation. some spokes­
persons ha\·e taken it on themselves to destroy that which 
so many other people ha•.-e labored so hard to achie\'e, In 
some cases, the volume or patients required to fuel indi­
.. ·idual surgical egos ~ill e'·entually ensure the demise or 
transpiantation. Health-care policymakers are neither in 
the position nor of the mindset to listen to those persons 
whose narrow views reflect an incomplete appreciation of 
the broader health-care issues that policymakers confront 
dail~·. 

Competing demands for increasingly scarce resources is 
a problem the international community faces. Deciding 
which demands are desel"\·ing of attention is not easy. It is 
clear, however, that the medical profession is consi_dered 

. to be too narrowly focused on fragmented objectives th:lt 
serve no useful societal purpose. Rather than presenting 
themselves as adversaries, members of the medical profes· 
sion. of which the transplant community has been a 'ocal 
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1, must come to grips with· the economic mandate to 
ich they are being asked to respond. Anned with data, 
her · 'n rhetoric, transplant professionals must en-
1\'0 inform the debate that now engulfs them. The 
iticat favor the transplant community has enjoyed 
hin the United States is about to ••anish as a result of 
sguided efforts that will yield no measurable public 
1lth gain.ln this regard, various aspects of our practices 
1 tb.eBsearch we pursue should be carefully targeted to 
·ecti\·es with long-tenn benefits. These must recognize 
. economic reality within which medicine is now prac­
!d. The frivolous luxuries of yesterday can no longer be 
tined today. The issues we chose to ignore in decades 
jl are foremost today. · 
\!though there is reason to be concerned, there is little 
;is for despair. There are many public health issues, 
·tuding the acquired immunodeficiency syndrome 
:OS) epidemic. th:u will challenge our humanity as we 
pple with the \'alue of a human life. For example, in 
~2. the United States spent more than n"·e times as 
lCh money in treating AIDS and human immunodefi· 
ncy virus than did on all transplant procedures.62·6S As 
Jwn in Table 85- 13, expenditures for AIDS continue to 
rease, with few measurable benefits. Currently, we 
:nd about S I 01.000 or. each person with AIDS, who, in 
n, lives approximately 460 da~·s. The sul"\i-.·al data for 
nsplantation are far more impressive but, because of 
~g-tenn sur.·h·al. the aggregate expenditures for trans­
nt~tion will cor.tinue to increase (see Table 85 -14).1n 
ociety in which the k.iss of death now seems to have 
1re · · ·ethan the gift oflife, it is difficult to say what lies 
:ac t respect to health-care reform.66 

iCUSSION 

a paradigm for change, technology assessment has 
:ch to offer. \\'e can. indeed. make the set\·ices we pro­
e more cost-effective if we choose to accept the fact that 
· surgical cha!lenge must be tempered by economic 
tstraint. The days of the traveling medicine show are 
N O\'er, and we ha"·e entered an era wherein we must 
uider both clinical benefits and t:conomic cosu when 
make decisions related to the relative wonh and utility 
health-care technology. Regardless of how it is prac­
!d, medicine will become more regulated by local, re­
nal, and national authorities. While national poliey­
.kers endea-.·or to decide the constraints within which 

lLE 85- 1 3 Expenditures for tht treatment of HIV and AIDS 

.cription 

1u2l c.'tp¢nd1turcs per person ... uh HIV 

,u:ll Up¢n~itures ~r person ... ith AIDS 

time tosu ~r person ... ,th AIOS 

11 up¢nd1turcs for AlOS 
~92 
~9! 

Amount 

s 10,000 

S 3S.300 

SIO:!.OOO 

S 1 0.3 billion 
SlS.l billioa 

• tl!lf:.~n imr~\l;c~r~aer.c-, \1NL AIOS • a~qui~ immuooddcicocy 
.rome. 0;~ r=ocM~ from rcrcrc:~es 6:-6!. 

Effect on Loea. Aego"\11. and NatJOnal Mealt.., ~~ I 877 

TABLE 85-1' Peraons with AIDS and transplant recipient 
aurvtvat rates 

Condltion,ITreatment 

AIDS 

Kjc1ncy tranplant 

Hc:an transplant 

liver transplant 

Ont Ytlr,% 

S6 

9S 

12 

15 

AIDS •KQui~ immuaodcfleicncy syndrome. 

Thrtt Ytlr,% 

17 

91 

15 

67 

00361 

we will practice, regional and local authorities address 
issues related to the delivery of specialty set\ices. In some 
countries liver transplantation programs ha"e been heav­
ily regulated, whereas in others, including the United 
States, a laissez-faire approach has manifested itself in 
gross competition.''·" On the one hand, this may have 
undermined the true cost-effectiveness of the procedures 
we provide, but, on the other hand, one must have serious 
reservations as to the cost efficiency of transplant pro­
grams that have been granted monopoly status. Regula­
tion also has a price, and any effon to limit the providers of 
specialized services should incorporate performance cri­
teri~ based on carefully conducted technology assess­
m~nls. 

As these remarks imply, there is clearly a need for na­
tional guidelines in all areas of transplantation. We should 
begin with explicit criteria for transplant centers, the se­
lection of transplant recipients, and the procurement of 
donor organs. Outcome data should be reponed in a uni­
fonn manner, with appropriate adjustments for patient 
case mix.'0• ' 1 Howe\·er, \\ith explicit patient selection 
guidelines, case mix will become a less significant consid· 
eration and, most importantl)·, cannot be used to justify 
inefficient high-volume transplant centers in which the 
number or procedures performed annually is confused 
with both efficiency and proficiency. In an eff'on to ad· 
dress various issues related to the total costs or illness, in­
cluding the social costs identified previously, it is time to 
give conc:ened attention to the geogaphic regionalization 
of transplant centers." Regionalization would not be an 
adequate basis of monopolies. Instead, each transplant 
program would be required to meet strin&ent performance 
criteria. Furthennore, given the scartit)· of donor organs, 
all transplant proarams would be carefully monitored on 
the basis or cost and outcome data. Physician and surgeon 
invo}\·ement in this activit)' would be minimal, with much 
work being shifted to administrators and health services 
researchers who are appropriately qualified and more able 
to evaluate the perfonnance or the health-care system. 

Finally, embedded in this discussion is a generalized 
concern with continuous improvement as an underlying 
operational orientation for health-care refonn.11·" How­
ever, I begin with the assumption that excellence is not 
good enough and mediocrity is intolerable. Medicine can 
no longer exempt itself from the practices that have been 
central to industry. The struggle to improve is consistent 
with the technology assessment paradigm. \Ve must de­
velop, implement, and evaluate methods by which medi· 
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HOSPITAL ADMINISTIIATION 

AOl N:~·, t~· .. S·:n· 

P c B:x ;a as~ c 

804 786·4682 
~AX 804 27' ·C' ~0 

iCC t BOO !28· ~ ~ ~: 

October 16, 1996 

~1r. Samuel Clement 
Division of COPN 
3 600 West Broad Street 
Suite 216 
Richmond, VA 23230 

Dear Sam: 

00410 

RECEIVED 
OCi 1 7 1996 

As we discussed, I am enclosing a copy of a report generated by LIFENET. the 
local organ procurement agency for the Richmond and Tidewater region. This 
report compares the number and types of organs procured during 1995 and the 
pt,ijected 1996 volwnes. 

I believe this report serves to support our contention that the number of livers 
donated in our procurement region is inadequate to support the existing 
capacity of the region to perform liver transplantations. So far in 1996, MCV 
has performed S 1 liver transplants. We expect to perform more than 75 by the 
end of the year. The projected recovery of livers in our procurement region 
for 1996 is approximately 46. If the number of projected liver procurements is 
accurate, we will be forced to import almost half of the livers we use in our 
program. 

The initiation of a new liver transplant service will funher dilute the ability of 
LIFENET to meet the organ donation needs our region. It will force M CV to 
import an even greater number of organs from outside our region. Costs will 
rise and clinical outcomes will be jeopardized. 

I hope this information assists you in evaluating the Sentara COPN. Please 
contact me if you are in need of additional information. 

Sincerely yours, 

Brian E. Letourneau 
Service Line Administrator 

cc: Robert Fisher, M.D. 
Scott Eldredge 
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EASTERN VIRGINIA HEALTH SYSTEMS AGENCY, INC. 
18 KOGER EXECUTIVE CENTER I SUITE 232 

I~. 
ANDREW B. DAMIANI 

Pres•oent 

Paul E. Parker, Director 
Division of COPN 
Virginia Department of Health 
3600 W. Broad St.. Suite 216 
Richmond, VA 23230 

RE: COP~ REQUEST NO. VA-5969 

NORFOLK, VIRGINIA 23502 

Area Code (804) 461-4834 

November 13. 1996 

SEL'TAR.\ NORFOLK GENER.\L HOSPITAL 
NORFOLK, VIRGINIA 
ESTABLISH LIVER TRANSPLANT SERVICE 

Dear ~lr. Parker: 

PAUL M. BOYNTON 00416 Eo~ecut•v• O•rector 

RECEIVED 
NOV 1 4 1996 

Office ot Health Facilities 
ReguiaUon I VA Dept. of Health 

Please be advised that our Board of Directors voted yesterday 6-3 to recommend approval of the project 
referenced above. The reasons for the vote were that the project would improve the availability and 
geograprucal accessibility to liver transplant services for P.O. 20 residents and that having a liver transplant 
service \vould round out the complement of transplant services that are presently provided at Sentara 
!\orfolk General Hospital. 

Should you have any questions about the Board's recommendation or about out staff repon, which was 
previously transmitted to you, please let me know. 

cc: Laura G. Aaron, Esquire 
Edward L. Berdick 
Sandra J. l\·liller 
\Vendy V. Brown 
Samuel A. Clement 
Andrew B. Damiani 

Sincerely, 

0~ 
.r('l~·-·-· 

Paull\.·f. Boynton 
Executive Director 
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EASTERN VIRGINIA HEALTH SYSTEMS AGENCY, INC. 
18 KOGER EXECUTIVE CENTER I SUITE 232 004:17 

ANDREW B. DAMIANI 
p, •• ,~."' 

Mr. Edward L. Berdick 
Chief Operating Officer 
Sentara Southside Hospitals 
Sentara Norfo!k Generai Hospital 
600 Gresham Drive 
Norfolk, Virginia 23507 

Dear Ed: 

NORFCI.K. VIRGINIA 23502 

Area Code (80.&) .aa I-.&8J4 

November 1, 1996 

.... - .··· 

RE: COPN REQUEST NO. VA-5969 
SENTARA NORFOLK GENERAL HOSPITAL 
NORFOLK VIRGINIA 

PAUL M. BOYNTON 
E.lecut1ve Dtrector 

ESTABLISH LIVER TRANSPLANT SERVICE 

Enclosed please find our staff report, and the minutes of the public hearing, for the project 
referenced above. As you know, our Board of Directors will consider this request when it meets at 
1:30 p.m. on November 12, 1996 in Conference Room A at Norfolk International Airport. 

Since EVHSA staff are recommending denial of this project, you and/or other representatives of the 
project will be allowed a total of 20 minutes to make a presentation on it, after which the EVHSA staff 
will have 20 minutes to make a presentation on the staff's report. After both presentations, the 
Board members m-ay ask questions of the applicant and staff before taking action on the project. 

Should you have any questions about the Board meeting procedures, or about the staff report, 
please let me know. 

cc: Laura G. Aaron, Esquire 
Sandra J. Miller 

'-Paul E. Parker 
Wendy V. Brown 
Samuel A. Clement 

Enclosures 

Sincere~. 

" ' /·;~...____ 

Paul M. Boynton 
Executive Director 
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TYPE OF REQUEST: 

EASTERN VIRGINIA HEALTH SYSTEMS AGENCY, INC. 
18 THE KOGER CENTER, SUITE 232 

NORFOLK, VIRGINIA 23502 

Standard 120 Day Review in P.O. 20 

COPN REQUEST NUMBER: VA-5969 

PROJECT APPLICANT: 

PROJECT DESCRIPTION: 

PROJECT COSTS: 

Sentara Norfolk General Hospital 
600 Gresham Drive 
Norfolk, Virginia 23507 

Establish Liver Transplantation Service 

Capital - 561,900 Financing - SO (Reserves) 

I. PROJECT SUMMARY AND RELATED INFORMATION 

00418 11/12/96 

-- ' 

.. ' ..... \- .. ··· -

Sentara Norfolk General Hospital (SNGH) seeks COPN approval to establish a liver transplantation service at 
its Transplant Center. Kidney, heart. lung, and heart/lung transplants are presently performed at that center, 
and the liver transplant program would use existing operating rooms and recovery facilities located at SNGH. 
Specifically, SNGH has 27 licensed ORs, and 2 of those that are presently used for vascular surgeries and kidney 
transplants would also be used for liver transplants. SNGH has also projected a volume of §.liver transplants 
in the first operational year, ll in the second year, and 15 in the third year. 

Following the transplant surgery, patients will initially go to SNGH's 8-bed Vascular ICU and, as their condition 
improves, they will be moved from there to an 8-bed Vascular Stepdown Unit. Pre and post liver transplant 
patients will be evaluated and/or treated in SNGH's Outpatient Transplant Center. Also, 2 additional ORs at 
SNGH are used for hear1, lung, and heart/lung transplants as well as for cardiac bypass surgeries. 

SNGH indicates that, once an experienced liver transplant surgeon is relocated to the Norfolk area, SNGH can 
accept its first liver transplant patient 30 days from the date a COPN for the project is approved. Physician 
related costs are !!Q! a matter of public record and are nQ! part of the annual operating costs that are provided 
in the financial projections included in COPN applications. However, even without the physician costs, the 
annual operating costs for the new transplant service are projected to be about S1.2 million in Year I and 
S1.94 million in Year II. The transplant surgeon would be employed by a physicians group and not by SNGH. 

In its Completeness Question responses, SNGH indicates that. while it is projected that only 6, 12. and 15 
transplants would be done in the first three years of operation respectively, "SNGH would be expected to perform 
25-30 annually based on the current volumes of patients in the Tidewater area who are referred for liver 
transplantation.'' While a patient may be referred and evaluated for a possible transplant, it should be understood 
that the patient may not receive a transplant because of Jack of availability of livers or lack of need or suitability 
for a transplant. Indeed. SNGH projects that in Years 1-11 the number of patients evaluated will be 16 times the 
number of transolants performed. 

Information provided by the University of Virginia for Calendar Year 1996 shows that its program did ~ 
transplants (as of 9/30/96) of which 2 (17.2%) were from HSA V, and information provided by the Medical College 
of Virginia indicates it did .§.1 transplants in 1996 (as of 10/22/96) of which 1§. (35o/o) were from HSA V. Thus, 
in 1996 a total of 23 HSA V patients had liver transplants at MCV and UVA combined. In that regard, there are 
~liver transplant centers in Virginia (UVA, MCV, and Fairfax Hospital}, and in 199511. HSA V patients received 
transplants in other states according to the United Network for Organ Sharing (UNOS). The 23 transplants done 
so far at UVAIMCV combined in 1996 would almost equal the 25-30 SNGH thinks it might do eventually. Indeed. 
for SNGH to have reached a volume of 25-30 transplants in 1996, SNGH would have had to capture all of the 
UV.AJMCV patients from HSA V anc/or made up the difference by capturing some of the HSA V patients who 
received transplants outside of Virginia. Of the 23 HSA V transplants done at MCV/UVA, 14 or 60.9% came from 
P.O. 20 {SNGH's primary service area) which is slightly below P.O. 20's 64.5% portion of HSA Vs population. 
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COPN Request No. VA-5969 oo~i9 p. 2 

The application indicates that 25.0 FiEs are presently associated with SNGH's Transplant Center (net including 
physicians) of whom 5 or 20~~ are administrative staff, 8 or 32«% are RNs, and another a or 32o/o are laboratory 
medical technologists. The liver transplant service is projected to require an additional 2.5 FTEs including 
1.0 FTE RN. 1.0 FTE CVS (cardiovascular services) technician, and a 0.5 medical social worker. Notably, for 
Year II SNGH has projected that salaries and benefits for the 2.5 FTEs will amount to only S80,331 or 4.1% of 
total expenses projected (51.941, 185) while "patient care costs" will amount to 51,245,562 or 64.2~'o and "indirect 
costs" (overhead) will amount to SS00,812 or~%. --

The application also states that the new staff needed for the transplant program will be recruited internally if 
possible via transfer from ether departments and. if that fails. normal external recruiting methods (ads in 
newspapers. professional journals, etc.) will be used. Because of the small number of new staff that would be 
needed for this project, there should be no negative impact on other health care providers in the Norfolk area 
if SNGH has to recruit externally to fill the positions. 

The application fut1her states that SNGH's kidney transplant program was begun in 1972 (prior to the COPN law 
becoming effective July 1, 1973), while the heart. lung, and hearJiung programs were established in 1989. 1992. 
and 1993 respectively. Thus. both the heart and lung programs were established during the July 1, 1989 to June 
30. 1992 period of deregulation. However. while both the heart and lung transplant programs were properly 
registered with the state dL:ring the period of deregulation, there appears to be D.Q record that the heart/lung 
program was ever properly registered. Thus. historically all of SNGH's transplant programs have been 
established without COPN review. 

Moreover. the Completeness Question responses indicate that. while both the kidney and hear: transplant 
programs at SNGH are MeCicare cenified. neither the lung nor heart/lung transplant programs presently have 
Medicare certification "due to the limited availability of organs for transplant.'' It is observed that there is. indeed, 
a limited availability of orsans available for transplant but. if anything, that very scarcity argues fer fewer 
transplani prcgrams ·tlith pro!=cnior.ally higher volumes, than for more transplant programs with lower vclumes. 

In that regard. the 1995 Annual Report of the Organ Procurement and Transplant Network (part of UNOS) 
indicates that. up to a point, there is a strong positive relationship between volume and outcome. Specifically, 
1-3 year survival rates consistently increase when liver transplant centers go from 1-23 transplants. to 24-45 
transplants. and then to 46-;2 transplants annually. However, they drop off somewhat when the centers have 
more than S2 transplants ar.r.wally. Also, the i 994 UNOS Report of Center Specific Graft and Patient Survival 
Rates shews that, of 20 centers nationally that did just 1-12 transplants during the 10/1/87-12/31/91 period, 7 
or 35% had ac!ual one year survival rates that were below 60°/o. The minimum standard for one year liver 
transplant survival is a rate cf 50-60% in the Stated Medical Facilities P1an (SMF?). 

The application states that all of SNGH's transplant programs have exceeded the minimum one year sur1ival 
rates required by the Stated Medical Facilities Plan . The one year survival rate data SNGH provided is shown 
in Table I below. 

TABLE I 

Program Patients Time Period 

Kidney 291 1990-1995 94.0% 90-95% 

He an 44 1992-1995 70-80% 

Luna· ~ 1992-1995 66.0% None 
·Includes survival rates for single lung, double lung. and heat/lung. 

Table I shews that SNGH has ap;::arently had geed ~year outcomes with its high volume kidne1 ~ra~splar.t 
prcgram ar.c 1ts subslantially ~ewer vch .. ;me heart transplant pro~ram. However. its l!:mg transplant prcc;:-ar.-: ~as 
hac a muc~ !ewer Si,;I'VIval ra:e, anc the pros ram technically averaged cr.ly 5 transplants per year. 
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However, that average of 5 transplants annually is probably misleading since the application also states that ir1 
a recent 12 month period 10 lung and heart/lung transplants were performed, suggesting that in the remainder 
of the 1992-95 period only § were performed. or an average of 2.5 per year. The Medicare standard for lung 
transplants is a minimum of .1Q per year while the SMFP standard is ll per year, as it is for liver transplants. 

Notably, the 291 ~ transplants would be an average of i3 per year and well above both the Medicare and 
SMFP minimum standards of 25 per year. However, the 44 heart transplants would be an average of about 15 
per year and much closer to the Medicare and SMFP minimums of 12 per year. -

In view of the relatively low average annual volume of heart transplants and the apparently very low level of lung 
and heart/lung transplants, it is not surprising that very low annual volumes for liver transplants (6/12/15 in Yrs. I­
III respectively) have been projected. Notably, the Medicare and SMF? minimum standards for liver transplants 
are both 1l per year, and the SMF? additionally states both that "Successful transplantation prosrams are 
expected to perform substantiallv ~numbers of transplants annually'' and that "Performance of minimum 
transplantation volumes does not necessarily indicate a need for additional transplantation capacity or programs." 
(Emphasis added.) 

SNGH's stated major reascn for establishing a liver transplant program is that it would increase ceographic 
access to the service for patients resicing in SNGH's primary service area (PSA) which is P.O. 20 and especially 
the Urban Tidewater area of Norfolk, Portsmouth, Virginia Beach, and Chesapeake. In that regard, the 
application states that "As a result cf the chronic disease conditions that afflict these patients, it is important that 

. they remain in the vicinity of their family and friends for the extensive support systems that transplant patients 
require," and that "Patient ac::essibility to a consistency of care in treating progressive end-stage or;an failure 
is the premise on which the implementation of a liver transplantation prcgram is proposed." 

However, it is also the case that patients from the P.O. 20 area who have received their actual liver transplants 
at MCV have apparently received quite adequate postoperative care from physic:ans and related providers 
(incJuding Sentara providers) in the ?.D. 20 area. as was testified to by some witnesses appearing at !he public 
hearing on this projec!. It was also observed at the hearing that the SMF?'s geographic accessibility standard 
is that transplant services be within £ hours driving time. under normal conditions. of 95% of Viroinia's (not a 
single plannir.g district's) population. That standard is satisfied for at least 95% of the residents of P.O. 20, and 
the American Automobile Association indicates that the driving time to Richmond from the 4 jurisdictions in the 
Urban Tidewater area is in the 1.5-2.0 hours range. 

The application also states that SNGH's financial projections 'Will position the (Transplant) Center to provide liver 
transplantation at ecual or lower cost to the closest Virginia transplant centers ... " However, those projections 
indicate that (not inclucing an average patient listing charge of almost 59,000, an average patient evaluation 
c.1arge of over S1,000, and physician fees) the average liver transplant charge at SNGH would be S152,123 in 
Year I and S159,729 in Year II. {NOTE: The lis,ing charge includes additional evaluation charges such as 
MRI/CT fees.) 

In contrast, Attachment I shows that. based upon what the hospitals reponed to Virginia Health Information (VHI) 
for 1995, the average charge for a liver transplant (not including physician and listing/evaluation fees) was 
5134,182 at MCV, 5109,917 at UVA. and 5119,523 at Fairfax Hospital. Thus, at all~ facilities the average 
c.1arges were substantially below what SNGH has projected it will charge for the first two years of operation of 
its liver transplant program. Financial projections for this project are specifically reviewed in Section II. Item H 
(pp. 8-9). 

Fer the record it is observed that SNGH has a licensed capacity of~ acute care (including psychiatric) beds. 
In the 1993-95 period SNGH has also experienced declining overall inpatient occupancy rates of§£.§_%. ~%. 
ar.d 57.0% respectively. SNGH is also the only Levell (highest level) trauma center in HSA V. 

II. REQUIRED STATE CONSIDERATIONS 

State COPN law and regulaticr.s re~:..:ire that 20 fac.ors be considered by :he state's Health Commissicr.er when 
cetermm1ng that a ~ need exists for a projee!, and the consistency of this proJec: with those Req~.:ired 
Considerations is rev1ewed :elo':N. 
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A. THE RECOMMENDATION AND REASONS THEREFOR OF THE APPROPRIATE REGIONAL HEALTH 
PLANNING AGENCY. 

The EVHSA Board of Directors will review this project at its November 12. 1996 meeting, and the 
recommendation of the EVHSA staff may be found in Section ill (p.11). 

B. 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. 

Neither the EVHSA nor the Virginia Health Planning Board have any plans which apply to this project Rather, 
the only relevant plan is the current edition of the State Medical Facilities Plan (SMFP), and the ponion of that 
plan which has relevance for this project is the Organ Transolantation Services component, which is Virginia 
Regulation VR-355-30-1 05. 

Section 2.2.A. of that SMF? component, which provides Accessibilitv standards, states regarding travel time: 

A. Travel Time 

Organ transplantation services, of any type, should be accessible within two hours driving time, 
under normal conditions. of 95% of Viroinia's population. (Emphasis added.) 

Notably, for most of the residents of P.D.s 17 (Northem Neck), 18 (Middle Peninsula), and 21 (Peninsula) the 
liver transplant program located at MCV is about one hour or less driving time one-way. Moreover, for at least 
95% of the residents of P.O. 20 and especially the Urban Tidewater area of Norfolk, Virginia Beach, Chesapeake, 
and Portsmouth, the driving !ime one-way to MCV is in the 1.5-2.0 hour range. Thus, while the SNGH project 
might improve geographic accessibility to liver transplant services for P.O. 20 residents, !lQ geographic 
accessibility problem exists based upon the SMF? standard and, thus. geographic access is not a compelling 
reason for approving the SNGH project based on that standard. 

Also, Section 2.5. of the SMFP component regarding Cost states the following: 

Cost and charces-The total cost (dire~ and indirect) for providing all organ transplantation services 
should be comoarable to other similar service oroviders in the health planning region and the state. 
(Emphasis added.) 

There are no other providers of liver transplant ser1ices in HSA V, but there are~ providers in the state (MCV, 
UVA, Fairfax Hospital). As Attachment I shows, for the 12 month period ending June 30, 1995 the overall 
average charce fora liver transplant ranged from Si09,917 at UVA to $134.182 at MCV. In contrast, the financial 
projedions SNGH has submitted show that in Year I the average transplant charge would be $152.123 while in 
Year II it would be 5159,729 (not including patient listing, patient evaluation, and physician charges). Thus, in 
Year II (1998) SNGH's average transplant charge would be S25,547 and 19% higher than MCV's was in 1995. 
(NOTE: Cost data is proprietary information a0d not available to the public.) 

Further, not including physician costs, total SNGH expenses with just§ liver transplants in Year f would amount 
to S1, 187,860 of which 25.i0/o ($305,506) would be for overhead while in Year II with just 12 transplants total 
expenses not including physician costs would be S1,941, 185 of which 25.8% (SS00,812) would be for overhead. 
Thus, well over $1.0 million in Year 1 and over S2.0 million in Year II would be spent on SNGH's expenses and 
the expenses of the yet-to-be-hired transplant surgeon, and those expenses would be paid for by the public with 
only 6/12 transplants being done respectively in each year. But if those transplants were done at MCV. !lQ new 
transplant surgeon or other staff would have to be hired, and charges would predictably be substantially less 
based upon the data shown in Attachment I. 

Section 2.6.A.1. of the Qualitv standards states that proposals to establish liver transplant services should 
demonstrate that a "minimum number of trans;::ants will be perfor.-ned annually" and that minimum for liver 
transplants is 11. not the § SNGH has projec:ec for Year I. Tht.;s, \-vhile SNGH has projected that it would 
achieve jl transplants in Year!!. the fact that it would achieve only§ :n Year I makes the project appear to be 
not consistent with Section 2.6.A.1 of the SMFP comoon~nt. 
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Furthermore. as noted in Sec:ion I, patient origin information for liver transplant patients served at UVA and MCV 
in 1996 shows that 14 came from P.O. 20. Thus. if virtually all of SNGH's liver transplant patients were to come 
from P.O. 20 and. more specifically, from the 4-city Urban Tidewater area of P.O. 20 in Years 1-11, SNGH would 
probably have to capture the majority of liver transplant patients from P.O. 20 who would be expected to go to 
MCV and to a much lesser extent to UVA. 

In that regard, for 1996 (as of 10/22/96) MCV had ll or 23.5% of its 51 liver transplant patients come from P.O. 
20. Thus, had SNGH's proposed liver transplant program been in service in 1996 and captured all of those 
patients, the impact upon MCV's transplant volume would have been substantial and automatically increased 
the average cost per transplant case and probably the charge per case as well, !.QQ that would have been in 
addition to the costs and charges SNGH's program !!lQ the transplant surgeon and any other new specialists 
would have added to the system. 

Additionally, Section 2.6.A.2. regarding Quality states the following: 

6,. 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 transolantation caoacitv or orograms. (Emphasis added.) 

That standard was specifically included in the SMFP component to discourage the development of low volume 
transplant programs because data for other types of transplant programs had shown there was often a 
relationship between volume and outcome and that, the higher volume a transplant program had. the better 
would probably be the outcomes. In that regard. Attachment II provides utilization information for the liver 
transplant programs at MCV, UVA, and Failiax Hospital for the 1991-96 period, and Attachment Ill shows the 
3 month, and 1-3 year national survival rates for programs of various sizes that were provided in the 1995 Annual 
Report of the Organ Procurement and Transplant Network which is a part of UNOS. 

As Attachment II shews, MCV and UVA have consistently had high liver transplant volumes while only in 1995 
and 1996 did Fairfax Hospital reach volumes of over 24 transplants per year. In that regard, Attachment Ill 
shows that nationally survival rates increase as the volumes at transplant centers increase and reach the 24-92 
range, although when a volume of more then 92 transplants annuc;~lly is achieved survival rates tend to decrease 
somewhat. 

Regarding survival rates also, Section 2.6. B. 1. of the Quality standards states facilities with liver transplant 
programs should demonstrate that they will achieve and maintain a minimum one year survival rate of 50-60°/o. 
The 1994 UNOS Report of Center Specific Graft and Patient Survival Rates, which included data on liver 
transplant centers for the October 1, 1987 to December 31, 1991 period, showed that of the 14 centers that did 
a total of 1-6 liver trans~lants (timeframe was not specified), 7 or 50% had actual one year survival rates less 
than 60%. Further, 8 or 57°/o of those facilities had actual one year survival rates whic.i equaled or exceeded 
50%, but 6 or 43°/o had actual survival rates of Jess than 50%. 

Thus, based solely on those percentages, SNGH would perhaps have a slightly better than even chance of 
ac.,ieving the SMFP minimum survival rate standard of 50-60o/o in Year I. Further, regarding the§ centers which 
did 7-12 transplants (again, timeframe not specified), the UNOS data indicates that all had actual one year 
survival rates which exceeded 60%. Thus, for Year II it would appear that SNGH would probably be able to 
comply with the SMFP's minimum 50-60% survival rate standard. However, in contrast, MCV had one year 
actual survival rates of 81o/o for the 1991-94 period and 85% for the 1995-96 period. 

Additionally, Section 2.3.8. of the Availability standards states: 

§. Conditional Aporoval 

Approval of organ transplantation prcgrams· shall be concitioned upon the facility's meeting both 
minimum volume and survival standards. Failure to meet these standarcs within two vears of 
initiation of the service may be cause for revocation of the certificate of public need. (E~phasis 
added.) 
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This standard seems to conflict with Section 2.6.A.1. of the Quality Standards which says nothing about having 
~years to meet the minimum volume of llliver transplants annually and Section 2.6.8.1. which says that 
"Facilities should demonstrate that they will achieve and maintain minimum transplant patient survival rates." 
However, the important point is that Section 2.3. 8. only applies after a oublic need has been demonstrated for 
the project. (NOTE: Medicare requires that for a program to be certified it must achieve ll transplants in each 
of two consecutive years.) • 

Thus, it is Section 2.6.A.2. of the Quality standards (quoted eartier) which is controlling, and it states 
''Performance of minimum transplantation volumes does !lQ! necessarily indicate a need for additional 
transplantation capacity or programs." Consequently, since there is !12 public need for the SNGH project based 
upon the SMFP's geographic accessibility standard, and since no other compelling public need argument has 
been made for the project. and because ·the SNGH project is n21 apparently a less costly alternative to other 
transplant programs in the state and especially to MCVs, SNGH's project would appear !!2! to be consistent with 
Section 2.6.A. based on the record. 

Finally, the project does appear to comply with the Acceptability and Continuity of Care standards, as well as with 
the portion of the Accessibility standard relating to "patient access to available organs" of the SMFP component. 
but those standards are not repeated here for the sake of brevity. Nevertheless. based upon this project's 
apparent inconsistency with the Cost standard and with Section 2.6.A.2. of the Quality standard, the project at 
best appears to be only partially consistent with the SMFP component. 

C. THE RELATIONSHIP OF THE PROJECT TO THE LONG·RANGE DEVELOPMENT PLAN, IF ANY, OF THE 
PERSON APPLYING FOR THE CERTIFICATE. 

The application states that SNGH "does !2Q.! have a long range plan which spec:tically addresses the 
. development of the Transplantation Center."· It acds that . "Adding liver transplants to the Center have long been 

discussed and planned to provide services locally and conveniently to the more than 25-30 adults who are 
referred out of the region for transplants each year. •• 

D. THE NEED THAT THE POPULATION SERVED OR TO BE SERVED BY THE PROJECT HAS FOR THE 
PROJECT. 

The SMF? does not have a population-based formula to determine public need for transplant programs. but (as 
discussed in Item 8 above) it does have a geographical accessibility standard of having transplant programs be 
within 2 hours one-way driving time for 95:)/o of the population of Virginia (not just of a single planning district). 
As ncted, fer most of the residents of P.D.s 17, 18, and 21 the MCV liver transplant program is an hour or less 
one-way drive and for at least 95% of the residents of P.O. 20 and Urban Tidewater (SNGH's primary service 
area) the driving t!me is in the 1.5-2.0 hour range. 

Further. as also noted in the Item 8 discussion, the SMFP is very clear that high volume transplant programs are 
encouraged and low-volume programs are discouraged. The proposed SNGH liver transplant program would 
be a low volume program. with only §, .11. and 15 liver transplants projected in its first 3 years of operation 
respedively. In contrast, all 3 of the present liver transplant programs including MCV are hioh volume programs. 

As has also been noted earlier, the only major argument SNGH has made for its program is that it would improve 
geographic access for P.O. 20 and especially Urban Tidewater residents. While that is technically true. there 
is !lQ geographic access problem based upon the SMFP standard. and since the SNGH proposed program is 
also apparently not a low cost alternative to the MCV program, it must be concluded that there is !lQ 
demonstrated population-based public need for this project. 

E. THE EXTENT TO WHICH THE PROJECT WILL BE .ACCESSIBLE TO ALL RESIDENTS OF THE AREA 
PROPOSED TO BE SERVED. 

The proposed program will have the same geographic and financial accessibility for potential SNGH patie:1t~ as 
do the other transplant programs at SNGH. However. it is also noted that Medicaid does !12! reimburse for liver 
transplants for its acult enrollees. Thus. in Virginia, no matter what hosp1tal operates a liver transplant program. 
there is essentially a cual-stancard of care which discriminates against Medicaid patients over 21 years of age 
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On the other hand, Medi~ will reimburse for transplants done in Medicare approved centers, but SNGH has 
projected 6, 12, and 15 liver transplants in Years !:!ll respectively. In 1996 9.2% of P.O. 20's population of 
1,093,292 or 100.531 were 65 years old or over with most of them being eligible for Medicare. 

Thus, for the first 3 years of operation, about 100.000 elderly people would probably not have financial 
accessibility through Medicare to SNGH's liver transplant program, which would be almost twice the number of 
people of all ages who would be added to P.O. 20's population during the entire 1996-2000 period. As noted 
earlier, SNGH's lung and heart/lung transplant programs are QQ! presently Medicare certified, and for liver 
transplants Medicare requires that programs achieve 12 transplants in m!1 of tttQ consecutive years to obtain 
certification. 

In any case, for Year!! SNGH projects having one indigent and one Medicaid liver transplant patient (not stated 
whether adult or pediatric}. SNGH's Completeness Question responses also state that .. Insurers such as Trigon. 
Cigna, Aetna. etc .. reimburse for liver transplants jf the subscriber has transplant as a coverec service." 
{Emphasis ac!ded.) Also, for 1996 (as of 10/22/96) MCV served i indigent patients (including 1 Medicaid adult) 
which was 7.8% of its 51 transplant patients. 

F. THE AREA, POPULATION, TOPOGRAPHY, HIGHWAY FACILITIES, AND AVAILABILITY OF THE 
SERVICES TO BE PROVIDED BY THE PROJECT IN THE PARTICULAR PART OF THE HEALTH PLANNING 
REGION IN WHICH THE PROJECT IS PROPOSED. 

There will be no change in the area, topography, and highway facilities in P.D. 20 or the Urban Tidewater area 
as a result of this project. P.D. 20 and the Urban Tidewater area have excellent road systems which include 
several interstates as well as four lane highways. In the 1996-2000 period the P.O. 20 population is projected 
to grow by 53.670 people, but most of that gro'Nth (67.4% and 36,197 people) will occur in Virginia Beach. 
Chesapeake will also account for 27.6% (14,809 people) of that growth. In other words, 95% of P.D. 20's growth 
in the 1996-2000 period will cccur in Virginia Beach and Chesapeake. 

As noted earlier, there are~ liver transplant pro;rams in Virginia at MCV. UVA, and Fairfax Hospital. There is 
!lQ liver transplant program located in HSA V, but the MCV program is within 2.0 hours or less driving time for 
at least 95% of the residents of P.O. 20 and within an hour or less driving time for most residents of P.D.s 17, 
18, and 21. Thus, there is !lQ geographic access or availability problem based upon the SMFP standard. 

G. LESS COSTLY AND MORE EFFECTIVE ALTERNATIVE METHODS OF REASONABLY MEETING 
IDENTIFIED HEALTH SERV1CE NEEDS. 

For just the first two years of operation of a verJ low volume program, doing § transplants in Year I and the 
SMFP's minimum of 12 in Year II, SNGH's operating costs including overhead are projee!ed to total 53.129.045 
and that does not include any c.,arges and costs relating to physicians including the liver transplant surgeon who 
will be hired by a private physicians group in the Norfolk area. That is a great deal of money to spend, and 
ultimately to be paid for by the public, just to have a liver transplant program located in P.O. 20 when a high 
volume program, whic.'1 would not need to recruit a new surgeon, is available for most of HSA V residents within 
2 hours or less driving time in Richmond at MCV. 

So far in 1996, 23 HSA V residents (14 from P.O. 20) received liver transplants at MCV (12) and UVA (2) while 
in 1995 1.1 HSA V residents received liver transplants at out-of-state facilities. That suggests that HSA V patients 
and their physicians generally have little difficulty with liver transplants being done, not only outside of HSA V, 
but also outside of the state. Funher, the 12 P.O. 20 liver transplants done at MCV so far in 1996 amounts to 
23.5% of the 51 transplants MCV has done this year. 

Thus, had the proposed SNGH program been in operation in 1996 and captured all of MCV's P.O. 20 liver 
transplant business. !hat 23.5% reduc!ion in volume would have substantially increased the overall average cost 
for a liver transplant at MCV which would probably have. in turn, increased MCV's overall average charce per 
transplant. As no tee earlier. MCV's overall averac;e charge in 1995 of S 134,182 (Attachment I} is substantially 
less than the avera~e charges of 5152,123 anc 5159.729 per transplant (not including patient listir.g and 
evaluation charges. and physic1an fees) that SNGH has projected for Years 1-11 respec:ively. Thus. the leas: 
costly and most effec:ive alternative to the SNGH projec: appears to be r.ot to do it at all. which there!:y avoics 
in1ec:ing millions cf collars of additional costs anc charc;es annually into :he HSA V system. 
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H. THE IMMEDIATE AND LONG-TERM FINANCIAl FEASIBILITY OF THE PROJECT. 

At just SS 1, 900 the cacital cost of this project is small, and since that cost will be funded from SNGH's 
accumulated reserves, the immediate financial feasibility of the project is assured. However, the real cost to the 
HSA V system is the operating costs of the project and the physician related costs, including having a new 
transplant surgeon come to P.O. 20. Only the projected operating costs at SNGH are stated in the application 
(as is typical for all COPN applications), and those costs are shown in Table II below. 

TABLE II 

1!!m YEAR I YEAR II 

Transplants 6 12 

Patients Usted 48 96 

Patients Evaluated 96 192 

Gross Revenues 51,425,091 $2,992,692 

Net Revenues 927,718 1,969,420 

Total Costs 1,187,860 1,941 '185 

Profits (5250,142} 28,234 

Profit% Net - 28.04% 1.4% 

Transplant Avg. Charge 5152,123 5159,729 

Usting Charge 8,558 8,986 

Evaluation Charge 1.058 1.111 

Table II is instructive in several ways. First, it shows that the number of patients listed for liver transplants is 
expected to be ~ times the number of patients actually transplanted in each year. Second, it shows that the 
number of patients evaluated for a transplant is projected to be 16 times the number of those actually 
transplanted. Notably, MCV.s p·esent ·11aiting list has 64 patients on it (as of 1 0/22/96), including both Virginia 
and out-of-state patients, but SNGH has projected 96 in Year II which is 32 patients and 50.0% more than MCV 
presently has. That may !121 be reasonable. 

Third, the patient listing charges in Years 1-11 are almost 59,000 and when combined with the patient evaluation 
charges of over 51,000 would add $9,616 in Year I and $10,097 in Year II to a transplant patient's bill. Notably, 
UNOS charges only S350 for listing but, according to SNGH, the SNGH listing charge includes charges for 
additional patient evaluation procedures like MRIICT. Fourth, with the transplant charges and volumes shown 
in Table II, for Year I gross revenues (charges) from just transplants would be $912,738 and in Year II they would 
be $1,916,748. That means that in Year I 5512,353 would have to come from patient listings and evaluations 
while in Year II 51,075,944 would. 

As Table II also shows, even if SNGH achieves its projected volumes of actual transplants, patient listings. and 
patient evaluations. in Year I SNGH still manages to lose 5260,142 while in Year II SNGH only gains 528,234 
which is a net loss of S231,908 for the first~ years of operation. Further, for Year Ill SNGH has anticipated only 
15 actual transplants and !!.Q financial projections have been provided. (NOTE: Year Ill projections are not 
required in the COPN application.} 

Thus, on the basis of its own financial projections. SNGH's project is not financially feasible in its first two years 
of operation (in the sense of being able to breakeven) and that is assuming that it is able to achieve its projected 
volumes of transplants, listings, and evaluations. Moreover, if SNGH does not achieve those volumes. the 
aggregate Year I-ll loss could be much greater than S231 ,908. 
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Notably, any losses would have to be subsidized by the profits SNGH makes from transplant related patients 
and other patients whose medical conditions do not require liver transplants, listings, or evaluations, and if the 
losses proved to be substantial, pressure could grow to increase non-transplant related charges at SNGH, as 
well as transplant related charges. In any case, those losses, as well as SNGH's costs and the 
physician/surgeon related costs. are simply expenses for which SNGH has !l2! demonstrated any public need. 

I. THE RELATIONSHIP OF THE PROJECT TO THE EXISTING .HEALTH CARE SYSTEM OF THE AREA IN 
WHICH THE PROJECT IS PROPOSED. 

Not applicable. There are no liver transplant programs in HSA V, and the program at MCV in Richmond is within 
~ hours driving time one-way for most of the residents of HSA V, which is consistent with the SMFP's travel time 
standard. 

J. THE AVAILABILITY OF RESOURCES FOR THE PROJECT. 

As noted, the 561,900 cacital cost for this project is small and can be easily paid for out of the accumulated 
reserves of SNGH. In terms of human resources. the application indicates that only 2.5 FTE personnel will be 
needed, in addition to the 25.0 FTE existing Transplant Center personnel. to staff the liver transplant program. 
Of those 2.5 FTEs, 1.0 FTE will be an RN, 1.0 FTE a cardiovascular services technician, and 0.5 FTE a medical 
social worker. SNGH believes all of the 2.5 FTEs can be recruited internally through transfers from other 
departments at SNGH. and because of the small number of new staff required. even if SNGH had to recruit 
outside of the hospital, there would be no substantial negative impact on other P.O. 20 health care providers. 

K. THE ORGANIZATIONAL RELATIONSHIP OF THE PROJECT TO NECESSARY ANCILLARY AND 
SUPPORT SERVICES. 

Because SNGH currently operates heart, lung, kicney, and heart/lung transplant programs, there should be no 
problems in providing the necessary ancillary and support services needed for the proposed liver transplant 
program. 

L. THE RELATIONSHIP OF THE PROJECT TO THE CLINICAL NEEDS OF HEALTH PROFESSIONAL 
TRAINING PROGRAMS IN THE AREA IN WHICH THE PROJECT IS PROPOSED. 

Not applicable. 

M. THE SPECIAL NEEDS AND CIRCUMSTANCES OF AN APPLICANT FOR A CERTIFICATE SUCH AS A 
MEDICAL SCHOOL, HOSPITAL, MULTIDISCIPLINARY CLINIC, SPECIALTY CENTER, OR REGIONAL 
HEALTH SERVICES PROVIDER, IF A SUBSTANTIAL PORTION OF THE APPLICANrS SERVICES OR 
RESOURCES OR BOTH IS PROVIDED TO INDIVIDUALS NOT RESIDING JN THE HEALTH PLANNING 
REGION IN WHICH THE PROJECT IS TO BE LOCATED. 

Not applicable. 

N. THE NEED AND AVAILABILITY IN THE HEALTH PLANNING REGION FOR OSTEOPATHIC AND 
ALLOPATHIC SERVICES AND FACJLJTJES AND THE IMPACT ON EXISTING AND PROPOSED 
INSTITUTIONAL TRAINING PROGRAMS FOR DOCTORS OF OSTEOPATHY AND MEDICINE AT THE 
STUDENT, INTERNSHIP, AND RESIDENCY TRAINING LEVELS. 

Not applicable. 

0. THE SPECIAL NEEDS AND CJRCUMSTANCES OF HE.ALTH MAINTENANCE ORGANIZATIONS. 

Not applicable. 
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P. THE SPECIAL NEEDS AND CIRCUMSTANCES FOR BIOMEDICAL AND BEHAVIORAL RESEARCH 
PROJECTS WHICH ARE DESIGNED TO MEET A NATIONAL NEED AND FOR WHICH LOCAL CONDITIONS 
OFFER SPECIAL ADVANTAGES. 

Not applicable. 
. 

C. THE COSTS AND BENEFITS OF THE CONSTRUCTION ASSOCIATED WITH THE PROPOSED PROJECT. 

Not applicable. No renovation or new construction costs are associated with this project. 

R. 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. 

As has been noted, for 1996 (as of 10/22/96) MCV did 51 liver transplants of which 18 or 35.3% were for HSA 
V patients. Thus, had the proposed SNGH program been operational in 1996 and captured just 12 or the 23.5% 
of MCV's business that was from P.D. 20, it could of had a very substantial negative impact on MCV's average 
£2.§! per transplant and, thus. placed substantial pressure on MCV to increase its charges as well. As discussed 
in Item H, MCV's 1995 average charce per transplant was 5134,182 (Attachment 1), and SNGH's Year I charge 
of 5152,123 would be 13.4% and 517,941 higher :han MCV's, while SNGH's Year II charge of S159,i29 would 
be 19.0°/o and S25.547 higher than MCV's. 

Further, for 1996 (as of 9/30/96) information from UVA indicates that. of 29 total liver transplants done, 5 or 
17 .2°/o were for HSA V patients. Thus, had SNGH's proposed program been in operation and captured all of 
UVA's HSA V patients, UVA would have experienced an increase in its overall average cost per transplant and, 
thus, pressure to increase charces as well. Attachment I shows that UVA's average charge per transplant in 
1995 was the lowest of the ~ hospitals in Virginia providing fiver transplant services. In that regard, SNGH's 
projected average charge for Year I would be 542.206 and 38.4% higher than UVA's 1995 average charge of 
S109,91i while SNGH's projected average charge for Year ll would be 549,812 and 45.3% higher. 

Also, SNGH's proposed costs and charges are discussed in detail in Item H (pp.B-9) and shown in Table ll (p.B). 
As noted in that discussion, SNGH has projected a net Joss of 5231 ,SOB if it achieves all of its projec:ions for 
transplants. patient listings, and patient evaluations, but if it does not achieve those projections, then the loss 
could be substantially higher. Any substantial losses for the proposed liver transplant program would predictably 
be passed on in the form of higher c.1arges to either or both transplant related patients and non-transplant related 
patients at SNGH. Notably, both UVA and MCV are also on record as opposing this project. 

S. IMPROVEMENTS OR INNOVATIONS IN THE FINANCING AND DEUVERY OF HEALTH SERVICES WHICH 
FOSTER COMPETITION AND SERVE TO PROMOTE QUALITY ASSURANCE AND COST EFFECTIVENESS. 

Not applicable. 

T. IN THE CASE OF HEALTH SERVlCES OR FACIUTIES 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 liver transplant programs in HSA V, but there are~ in the state at UVA, MCV. and Fairfax Hospital. 
Utilization for all3 programs is shown in Attachment II, and both the UVA and MCV programs have served HSA 
V residents in recent years, while Fairfax has not. 

As Attachment II shows, all of the programs have experienced high utili::ation while, in contrast, the proposed 
SNGH program would be a hich cost but low utilization program with 6, 12, and 15 transplants in the first three 
years of operation. Morec'ler, even for SNGH to achie'le those levels of utilization it would have to capture 
business from MCV where so far in 1996 35.3°/o of its transplants have been for HSA V resic!ents, and from UVA 
where so far in 1 996 17 2% of its transplants have also been for HSA V residents. Thus. in all likelihood the 
proposed SNGH prc;ram wculd simply reduce the efficienc'l and increase the costs ar.d charges of the MCV 
and UVA prcgrams while also adding quite substantial new costs to the P.O. 20 and HSA V system. 
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COPN Request No. VA-5969 p. 11 

00428 
Ill. EVHSA STAFF RECOMMENDATION 

It is recommended that the EVHSA Board of Directors recommend to the State Health Commissioner that COPN 
Request No. VA-5969, submitted by Sentara Norfolk General Hospital to establish a liver transplant service, be 
denied for the following reasons: 

1-) The proposed project is not consistent with the State Medical Facilities Plan in substantial respects. 

~ There is no geographic access or availability problem in HSA V for liver transplant services based upon the 
SMFP's geographic access standard and the proposed project's charges are not consistent with the SMFP's 
cost standards. 

~-) The proposed project would be a low volume/high cost program which would needlessly inject additional 
costs/charges into the HSA V system. 

~-) A less costly and more appropriate and effective alternative exists to the proposed project which is to 
continue to have HSA V patients receive liver transplants at the Medical College of Virginia and other 
facilities. 

§.) The proposed project would drive up the costs and, potentially, the charges for liver transplant services at 
MCV and UVA, where transplant charges in 1595 were substantially below those projected for the proposed 
project. 

§..} The proposed project could potentially reduce the financial access of adult Medicaid patients and other 
uninsured patients to liver transplant services by reducing utilization of the high volume programs at MCV 
and UVA. 

Z.) For the 1591-96 period, the MCV program has had actual one year survival rates which appear to be higher 
than what might be expected from the proposed SNGH program with projected volumes of 6 and 12 
transplants in the first two years of operation. 

§.) HSA V Medicare patients would probably not have financial access to the proposed program for the first 
three years of operation because the program would need to obtain Medicare certification. 
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ATTACHMENT I 

1995 LIVER TRANSPLANT AVERAGE CHARGES 

Insurers MQl YYa 

AETNA $127,065 (4) s 134,482 (2) 

Blue Cross/ Blue Shield 134,084 (5) 127,530 (14) 

Champ us 127,083 (6) 

Cigna 101,552 (1) 

Foreign 90,590 (1) 

Indigent/Charity Care 109,236 (1} 

Medicaid 132,800 (2) 

Medicare 207,529 (2) 115,823 (13) 

Metropolitan 217,206 (1) 

Other Commercial 126,146 (8) 97,540 (13) 

PPO-Unspecified 

Self Pay 77.424 (1) 

State Government 66,098 (1) 

Travelers 58,185 (2) 

Unknown 113.877 (10) 100.312 {3) 

Overall Average s 134,182 (37) s 109,917 (53) 

EVHSA 
VA-!969 
11/12/96 

Fairfax 

$130,622 (3) 

88,833 (3) 

106,937 (8} 

277,502 (1) 

$119,523 (15) 

Source: VHI information provided by the HSA of Northem Virginia for period July 1, 1994 
to June 30, 1995. 
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ATTACHMENT II 

VIRGINIA LIVER TRANSPLANT CENTERS UTILIZATION 

1991-1996 

Number of Transplants by Center 

Medical College University 
Year of Virginia of Virginia 

1991 27 51 

1992 31 36 

1993 37 66 

1994 33 63 

1995 39 53 

1996• 65 39 

00~~ 
11/12/96 
VA-5969 

Fairfax 
Hospital 

Not Open 

4 I 

14 I J -

18 
I . ~ . ;-, 

36 ;: y 

55 

, . 

• 1996 Data is annualized using year-to-date data ending September 30, 1996 for all transplant centers. (As 
of September 30, 1996: Adualtransplants were MCV- 49. WA- 29. and Fairfax Hospital- 41 transplants.) 

Source: Transplant Center Adminstrations. 
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ATTACHMENT Ill 

PATIENT SURViVAL RATES RELATIVE TO PROGRAM VOLUME 

CENTER 3 MONTH 1 YEAR 2YEAR 
VOLUME SURVIVAL SURVIVAL SURVIVAL 

: 0-23 81.4 75.8 72.3 

24-45 84.7 79.1 75.1 

46-92 87.2 82.3 79.0 

93-159 88.1 81.7 77.5 

160+ 86.6 79.6 75.5 

EVHSA 
VA-5969 
11112/96 

3YEAR 
SURVIVAL 

69.1 

72.4 

77.1 

74.9 

72.1 

. 



developing teniary services. 2) the established clinical outcomes of the Transplant Center, 

3) the proven capability of the transplant team ofphysicians and staff, and 4) the 

commitment of the liver specialist physicians to develop this program,. 

00442 

Certificate of Public Need Application 

Sentara Norfolk General Hospital 

rransplant Center requests approval to . 

expand its organ transplant program to 

include liver transplantation. 
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Tertiary Services provided by 
Sentara Health System 

+Organ Transplantation 

00443 

+ Genitourinary Reconstructive Surge!)' 

+ ¥ultidisciplinary Cancer Clinic 

+ Microsurgical Research Center 

+ Level 1 Trauma Center 

~ Nightingale Air Ambulance 

+ Perinatal Intensive Care. 

Tertiary Services 

• Tertiary ·services are defined as those services which 
are provided by only one healtli care entity in a region 
such as a State Planning District. 

• .Sentara Norfolk General Hospital continues to·be 
the largest provider of tertiary services for the 
Planning District for Hampton Roads. 

+ Organ Transplantation i~ one of the many tertiary 
services Sentara provides for Hampton Roads. 
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Case Mix Index for Regional 
Virginia Hospitals 

Hospital 1994 1995 
~ 

SNGH 1.474 1.4743 

UVA 1.442 1.4767 

MCV 1.323 1.40393 

Fairfax 1.134 1.1459 

Henrico 1.236 1.3394 

Source: 1994 and 1995 Annual Report 
Efficien~y and Productivity 

00444 

Region Served by Sentara Health System 



Transplant Team Participation oo44s 

Administration 
Anesthesiology 
Cardiology 

Pathology 
Pliarmacy 
Psychiatry 

Car~iovascular Surgery . Pulmonary Disease . 
· Chaplaincy Radiology 

Finance 
Immunology 
Infectious Disease 
Nephrology 

~ursing 

Rehabilitation · 
Social Services 
Urology 
Vascular Surgery 

~-. ,~~, 

~~~~ ... 
~~~ 
~~~ 

Sentara Norfolk General Hospital 
Organ Transplant Program History 

Organ Start Year 

Kidney 1972 

Heart 1989 

Lung 1992 

Heart/Lung 1993 
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5 Year Virginia 
Liver Transplant Volumes 00446 

.250 

200 208 

150 
117 

100 

50 j 71 

o~.----~----~----~--~ 
1992 1993 1994 1995 1996* 

* Annualized from 4 months actual data. 

Source: UNOS 

1996 Virginia Liver Transplant Programs 

Program Start Year 

Medical College ofVirginia 1983 .. 

University of \lirginia 1988 

He11rico Doctor's Hospital 1991 

Fairfax Hospital 1992 
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.Patie11ts 1n tl1e Soutt1eastern V 1rg1111a 1 1\1 ortl1easter11l't ort11 

Carolina Region Receiving Liver Transplants 

Year 

1994 

. 1995 

Source: UNOS 

No. Transplants 

19 

22 

-.,.,.,.,~ .,.,.,., .,.,., ...... .,..,.., .,.,.., 

00447 

Liver Transplant VVaiting List and Median 
VVaiting Times 

y·ear No. Patients Days 

1988 21~0 
,..,...., 
.J.J 

1989 2880 40 
1990 ...., 611,.., 

.J -r.J 45 

1991 4131 67' 

1992 ~760 106. 

1993 -11811 ).,. --; 146 
199/! 6211 171 
Current=:: 6758 n/a 
;~ 2 5 0 f 7/3 ! /9 6 
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Projected Volumes for Sentara's 
Liver Transplant Program 

· Year 1 6 

· Year 2 12 

Year 3 15 

Nev\i Liver ·l·ransplant center 
Volume Growth 

Program 1993 1994 1995 
.. 

Univ of Mary 1 17 

Carolinas 7 10 

Univ of Calif 
..., 

10 13 .) 

Lorna Linda 
..., 

12 ?4 .) 

::-: ~ .... -. ,·,-:"! i :-:- .!'\ . ...J "'- ,1 - - - - - - 1 7 2 

0044.8 

1996* 

27 

21 

"""~? .)_ 

-; )_ 



Current Liver Research 
Investigators: 

Principal Investigator: 

The Virginia Cooperative 
Hepatitis Treatment Group 

.. 
iVIitchell L. Shiffn1an, MD 

00449 

Medical College of Virginia 
Richmond, Virginia . 

Co-Investigators: 

Satellite Sites: 

Vinod K. Rustgi, 1VID · 
Falls Church, Virginia 

Steven Cauld\vell, MD 
Charlottesville, Virginia 

rv!ichael Ryan, N1D 
Norfolk, Virginia 

Others to be named • 
..,..,..,.,~ 
..,.,~ ... ..,..,..,..,, 

..,..,.., ..,.,.., 

Benefits of a Liver Transplant Program 
within the Hampton Roads Region 

• Less medical risk in transferring acutely ill patients 
.. 

+ Reduce problems of non-optimal communication 

+ Reduce lapses in the continuun1 of care 

• Ease of patient follO\\i-up 

+ Decrease the cost of care attribt1table to duplication 
of ser\1ices, tests, procedL1res 

173 
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Sentara Health System 
Operating Principle 

00450 

1' Quality+ 1' Service 

W Cost 
= 1' Value · 

-~~~~31 ..... -· 

TRANSPLANT PROGRAIV1 

~ t~• d techniques developed: 
;1..: ~- ~re ~n·an hepatocyte transplantation 

E!J ~ eg111ental and living related transpl3.ntation 
1!1 ~ ~ 174 
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l'il\ll froynlon 

UI"IVi:RSIJY Of VIJ!GINJ.o\ 

~ 
HI::.•\LTH 

SCil~NCt·:S 
CENTER 

5(ttCOl c: M!t>rCI"f 

Octobl!t' J 1. l??ti 

'':::si:.l..tnl Vlc:tl .,,.,,:::ldenl: 
l:.H.t•:n• VinJlni.t llo<1lth !:y:aoms 

~l·lr. l\nynton: 

ATTAC:IIMf:NT I. 

:&:li'Ji·:.irr: 

.....:1 
c.n .. \11! "l'llt'cciatc tho opportunity to t"ur.pond to tho COI'tl 

:m"' 1 or ~cut.'\a·a ':.; a·ccauo:st Cor A liver transplant proqt:nm. 

U1Hh:1· r.cctlon l2.l ot the Co-.Je ot Vh·<,Jlnla, c!Jt~bllslu:ll 
in l!I'I'J. the COIJU code lanquaqc hii!J bdtn to contl'ol hc.tlth 
c:••ru &:o:a:o hy con::tr.dnlnCJ thu :.~upply ot modlcul t:llt·o 
l.,c:i 1 itiu~; ;uu..l :;c:a·vlcos. U!llnq the: .\uthorlty or thnt 
co•liri"d int•!nt, it i:J out· \u:linf that tho noc..Su or tht 
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c:onunonuL:.,lth It: vet'\' ac.t.:tJUAtoly 111nt v1t.h can·ront fJtO•Jr•ua 
l)tfur-inrJ:I. Cut·renl:ly, llvc lr.UUIJlnnt cunter!l uurvlnC) thu 
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IJntv~r:dty ot VinJinh, fot· tx•uar•lo, \li\tJ thu flt·:at: Cuntfl' 
rnu11 fl.lll.ll."'or" tu Athnt:;a to l'tc~lvc: •t•dlc.tru acct•ccllt.,tlon 
fc.H· )ivna· la·.wut,lant.ttion, h.1uu..S on :JurvJvnl ~""' outc:nmu. lt 
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'" nbllhy tu 1u·ovltlu cUnic.\l -'l,pllcatlons of tron!.llAtlono\l 
.!:;c .• r·ch. hcadc:cnic znc:dlcal fo\cUlty•s thouqhttul tMfllorntlnns 

J( th\: r.u:tor!: th.tt lnsuro bc:ttor :Jciancc in tran:;phtttAtion 
.rn•llotc th\! lik!!lihood of t1 bc:ttir tutura for a\1 trJusplO\nt 
•. \ticnt!: in thl: COI:I::\onvealth. Transpl.lnt l~ ~ 
oult.hll::c:lpliu.u·\• :>c:l"vlca:; pr!CII,l" \llll CJO ~crouG the! ~ountt·•: 

tor thJs oxportl9o in D complicated surqlcal and medical 
procedure ~lth its attondant nood Cor o~partls~ in ~edlcal 
mannQcmont ot lifelong immunology. 

1'hnnk you Cor your courtesy ln insurlnl} that our vlov 
\Ill !I hoord. · 

Sincaral~~~{~ 

Robart H. carey, H.D • 
Japes carroll flippin Protossor 
or Medical sclonct and Doan 

c c 
JA. 
-\}' 
"\} 



J, 

LtVt-:lt Tll·\~SI'L,\NT ll.-\TA 

.\II cnhcr pltplriJnl on lltt llnr lr~tupbnllr:tnl. 

·::~~-----==~ t.IVI:~. '" luU:H:'Y- ·-
1 ~ v·rn lult "'"' ., J \'llll-:i;'"•J!h ---- H H 
6! ·U --
C.6 1:! 
i6 S) 

~I 
u --- u 6! 

·- 11 4i --- 'H ------

Lf.,tr Tr~u•srtlanl Surecon rrnnl~a I 
Nuuc Sr•nlall) Dc.tJrd Cutlnul :1 Ytan f'trlorrnlnt: --f llrtrTrantrl:.lnu 
Cltrillopflcr ~lc.:ullull,lt. Sut!:CI)' Ytt 6 'JCllA 

MD 
t Mlclt.acl hluuni. MD Sur'c~· Vcr J )-.:Jt1 

ll"r' Tnns"l.ut l'htslcbn Prolllcs 
;vauu SJ•UI:tfly Uonrcl CttJUicd I Vurt ~lunlturmc .. 

ll•tr ·rntu plenlr 

"( 

L 

~lt.\,~SI'I..\~ r: 

S1cplun C.ald"dl, MD G:ullocntcroloty Yu 5)'UU 

~UJ•I•cn Ulcl:ttPn. MD G•alrornlctPinay V.:' J yean l 
---:1~.,:• vl•t .,,·i.•u·•"·"'"' t:r oJitlot littr IIIIIIIJihul lr,un. en SunlnlrAICI ror u.,, ll:tlllftl:anU: 

------------------------~--~~---·---------~--~--~~-----; t.ntr fn•nraiJnl la~c-r rrnntl''""' 
Sura:r~on·ln·Ch,tte . l'hplchn·lll• Cluru 

l.:.apbn· ~.api.IJI• ~JpiM• 

Mcitr I Yt ~Icier:! Yr ~fci.:r J Yr 
Survlvsl Sut"i"sl Survival 

l'ollcnl IJ 76~'. 12.01~'. 16.J1% 
'(;,~n U19~~ lUJ% n.U% 

i lt~~toala)' l.. l'ntut. MO I Sllttc 

:;:7::::::;.; :.~. ·:-:::·---?JE\~~;~~~i~·~:~~:~~:}~~~H~~~~~n~~~~~~~i~~~~ 
u ..... u ••. ,,."'j',.lll, ~.~,u .,,.,.'""' I 
,,,,,,,, .. uitu•u•u I 

on .. ~ ;,,.,·JnUIIVII~•;···· ... : .Jf ...... ········-.............. ··•···•· .. : ................ -........................... -· .. 
.... .: ~. •• ,.·,,".;'!''·'"' .... i ;,.\·········· .. ·~-···· ····-······'""i··-·····--···· .. ·········· ........................ . 
Jl udo~~ !".'!''"'~"'~'- ...... f_ ............. _ ........ ·····-····---···! --·-·•···-· •····-·· ................. ·-··· ... . 

·•~ Jl Ullul lutthUIIUIII l ~lA • '""' ,, .... .: ·, ;~.~;,,, ... ,·- · ·i . .' r;.\ ... • ... · ··-· ·· ........ ······--- ·-·-· i
1
• ···-···---................. --··-····-· • •·•· 

... , .. 
, •• .., .. c·;·.~d·,·~ ·..:;,:;,· ·: ·J·o~=.- ·-···-·--·------·-·-·-- ······: ··--·····--·· ····-·-··--· ·--··-··-· 
11un l"16tl,"' : I 

t\:~v!Jn • ~,,. .. ,,. ~Jplln• 

Meier I Yr Mdcr ~ Vr Meier l Yr 
Sua"i"JI Sut•l""'' Survival 

I'JIIcnl JI.U'I. u.u~ 11.11% 
r.un ftti.61'Yo 66.ci7~~ 66.61~· 

Mullc:.rt Cullnr:.tlon: nucmbtr 1, 199! 



00480 
SNGH Liver Transplant 

Service Area Patients Obtaining Services 

Region 2 0 4 1 

Region 4 0 7 0 

Region 11 18 10 26 

Totals from Area 18 21 27 

Source: UNOS Research Department 

1 Annual projections based on actual volume of 17 patients who received liver transplants between 
January 1, 1996 and July 3 I, 1996. 
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00481 

Survival Rates of Liver Transplant Program 
With Annual Volumes Between 6 and 25 

Facilities At or Above SMFP Standards 

#Transplants 
6 
8 
9 

10 
11 
12 
11 
16 
16 
16 
17 
18 
21 
23 
23 

Center 
Children's Hospital - Seattle 
The Children's Hospital - Columbus 
LSU- Willis Knighton 
Children's - Denver 
Egleston Children's 
Le Bonheur Children's 
Vanderbilt 
Medical University- S.C. 
Henry Ford 
Texas Children's 
Children's Hospital- Wise. 
Jewish Hospital - Louisville 
NYU Medical Center 
V.A. Hospital - Portland 
St. Louis Children's 

Facilities Below SMFP Standards 

6 
20 
24 
24 

Columbia Presbyterian 
University of Illinois 
Yale 
Wilford Hall USAF 

Fifteen of Nineteen Facilities are at or above the SMFP Survival Rate 
Standard. 

100 
75.00 
77.80 
80.00 
63.60 
72.70 
72.70 
81.30 
68.80 
62.50 
76.50 
66.70 
81.00 
60.90 
52.20 

0.00 
40.00 
37.50 
45.80 

Source: 1994 UNOS Report of Center Specific Graft and Patient Survival Rates (most 
recent data available summarizes transplant activity from October 1, 1987 through 
December31, 1991) 
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Comoarison of Small and large liver Transplant Programs Within a Market Area 
"Bigger Does Not Mean Better· 

Market Program # Transplants Survival Rate 

Los Angeles Adams-Sinai 97 76.3 
Los Angeles Univ. of California 679 62.7 

Denver Children's Hospital 10 80 
Denver Univ. of Colorado 106 78.3 

Atlanta Egleston Childrens 11 63.6 
Atlanta Emory 113 64.8 

Indianapolis Indiana Univ. Med. Center 121 61.2 
Indianapolis Methodist Hospital 51 66.7 

Boston Children 's-Boston 35 71.4 
Boston Mass General 89 67.4 
Boston New England Deaconess 188 62.8 
Boston New England Med. Center 111 67.9 

St. Louis Barnes/Childrens 144 59 
St. Louis Cardinal Glennon Childrens 5 80 
St. louis St. louis Childrens 23 52.2 
St. louis St. louis Universrry 43 51.2 

Columbus Ohio State 79 70.9 
Columbus Children's Columbus 8 75 

Philadelphia Albert Einstein , 100 
Philadelphia Children's Philadelphia 49 42.9 
Philadelphia University of Pennsylvania 103 57.8 
Philadelphia St. Christopher's Childrens 59 74.6 
Philadelphia Thomas Jefferson 82 59.8 

Memphis LeBonheur Childrens , 1 70.3 
Memphis Universiry of Tennessee 53 66 

Houston Texas Children's 16 62.5 
Houston The Methodist Hospital 40 45 
Houston University of Texas 28 53.6 

Seattle Children's- Seattle 6 100 
Seattle University of Washington 78 73.1 

r\\ilwaukee Children's • \tVisconsin 17 76.5 
tv\ilwaukee Froedtert Memorial 72 56.9 

Source: 1994 UNOS Report of Center Specific Graft and Patient Survival Rates (most recent 
data available summarizes transplant activity irom October 1, 1987 through December 3 1, 

1991 ). 
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00483 

SNGH Liver Transofant and Disease Management 
Fixed Cost of Operation 

Year1 

Capital Cost $9,4801 

Fixed Salary and Benefit Expense $46,5562 

Annual Fixed Cost of Program $56,036 

CosVTransplant $9,339 

Cost/Patient Listed $1,167 

Cost/Patient Evaluated $584 

Year2 

$9,4801 

$64,2642 

$73,744 

$6,145 

$768 

$384 

1 Based on capital expenditure of S61,900 depreciated on a straight line bases over 6.5 years. 

:! Based on the incremental staffing expenses that will be incurred by the program. Variable 
exoenses have not been included. 
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Charge ComQarisons: 
00464 

Selected Charges 

SNGH UVA MCV Fairfax 

Semi Private Room-base $268.00 $360.00 $379.00 $279.00 

ICU/CCU-base $570.00 $755.00 $1,435.00 $1,085.00 

OR $380.67 $500.70 $915.001 $517.00 

CABG $15,567.29 $44,152.86 $51,881.37 $48,057.00 

Source: 1994 Annual Survey of Hospital Charges. Virginia Health Services Cost Review Council 

Hourly rate reported. 
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WJTH OFFICES IN: 

NORFOlK, VIRGINIA 
TELEPHONE (7.57) 640-7102 
TEL£COP1ER C7.57) ~7117 

RALEIGH, NORTH CAROliNA 
TELEPHONE 19191831-1760 
TELECOPIER C9191 lll-17.5.& 

WRITER'S DIRECT DIAL: 
110"1 77S·lll I 

\\'RITER'S TELECOPIER: 
CSO..I 775-3800 

Via Facsimile and Mail 

Mr. Sam Clement 

MEZZULLO & MCCANDLISH 
A PlOFISSIONAL C~ltAfiON 

1.n~rrs AHO COUHULO~ AT LAw 

1111 EAST MAIN STREET SUITE 1500 

P.O. BOX 796 

RICHMOND, VIRGINIA 23218 

TELEPHONE (804) 775-31 00 
TELECOPIER (804) 775-3800 

INTERNET AODWS: 
t-tEZZULL()Ofl.tEZZULLO.COM 

January 20, 1997 

Division of Certificate of Public Need 
Office of Health Facilities Regulation 
Virginia Department of Health 
3600 West Broad Street, Suite 216 
Richmond, Virginia 23230 

Re: COPN Request No. Va-5969 
Sentara Norfolk General Hospital 
Norfolk, Virginia 
Establish Liver Transplant Service 

Dear Sam: 

PARIS, FRANCE 
TELEPHONE OJ. II .&7·2~J0.01 
TELECOPIER Ill· H .& 7·2046-0 1 

CUANCZHOU, CHINA 
TELEPHONE C86 201 all I l67E 
TELECOPIER C86 201 8ll1 l67~ 

This follows up on our recent discussions about your proposed meeting \vith MCV 
to discuss aspects of the referenced project. On behalf of my client, I wish to express 
our objection to such a meeting. 'vVe understand that you have already had one such 
meeting with MCV regarding this project. In addition, MCV has submitted written 
comments outlining its position on this project. MCV is not a party to this proceeding. 
Under the circumstances, MCV has been given much more process than is due under the 
la\v. We respectfully ask that you not attend another meeting with MCV about this 
project which will only result in further delay in issuing the staff recommendation on this 
project. If a meeting is held, we \vould expect that Sentara be given notice and an 
opportunity to observe and respond to any information that is provided. 

cc: Sandra J. Miller 
Christine Burge 

Sincerely, 

<.G l.l c.>-
La~a v~. Aaron 
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REQUIREf\·lENTS FOR ASTS ACCREDITATION OF 00567 
TRANSPLANT SURGERY FELLOWSHIP TRAINING PROGRA.l\1S 

In February 1995, the Council of the ASTS, upon recommendation by the Education Committee, agreed upon tht 
. following requirements for ASTS accreditation of transplantation surgery fellowship training programs. 

Duration of Training: 

Regardless of the intensity of exposure to clinical trar.splanration, there is a consensus that transplant surgery training 
- · ... .:-programs should be two ~ears in duration. 

Content of Training: 

The scope and depth of transplantation has changed dramatically in the recent years with heavy emphasis on multi-organ 
transplantation expertise. There is stronger emphasis for fellowship trainees to have experience in kidney, li\'er, pancreas 
transplantation, as well as multi-organ procurement. -Although the following requirements are listed for each organ 
transplant individually, it is ideal that exposure to transplant surgery approaches all requirements. 

Kidney Transplantation~ A minimum of one year of clinical experience at an institution performing a minimum of 60 
kidney transplants annually, during which the transplant surgery fellow participates in all activities of kidney 
transplantation (i.e. provision of vascular access, organ procurement, and at least 30 transplant operations as primary 
surgeon or co-surgeon over the two y~ar fellowship) is mandatory. 

Liver Transplantation: Clinical liver transplantation fellowship programs are encouraged in institutions h3\·ing an 
adequate case load and opportunity for long-term follow-up. The Council of the ASTS judge that the institution should 
perform at least 50 liver transplants annually. Adequate transplant fellow experience over the two year fellowship is a 
minimum of 40 liver transplants either as primary surgeon or first assistant. The lh·er transplantation experience should 
also include adequate training i'l multi-organ procurement (kidneys, livers, pancreases) with 25 procedures as primary 
:r co-surgeon required during the two year fellowship duration. 

Pancreas Transplantation: Clinical pancreas transplantation is sufficiently complex and unique that fellowship training 
is encouraged in institutions having an adequate case load. The Council of the ASTS judges that the fellowship training 
institution should perform at least 20 pancreas transplants annually. Adequate transplant surgery fellow experience over 
the two yeJr fellowship is a minimum of 15 pancreas transplants, either as a primary surgeon or first assistant. 

i\lulli-Organ Transplantation: Programs are encouraged to seek approval for training in kidney, liver, and pancreas 
transplantation, either as individual institutions or by amalgamating with another. Broad and intensive clinical exposure 
to kidney, liver. and pancreas transplantation, as well as multi-organ procurement is sought. 

i\Iulri-Organ Procurement: Training in multi-organ procurement is essential and transplant surgery fellow experience 
over the tu·o year fellowship is a minimum of 25 multi-organ procurements, either as primary surgeon or first assistant. 

The Application Proc~s: 

If you have questions or added input, please contact Hugh Auchincloss, Jr .. l\1.0., Chair, ASTS Education Committee, 
Dep3rtment of Surgery/Transplantation, l\·tassachusetts General Hospital, 32 Fruit Street, \Vhite S 10-8. Boston, 
rvtassachusetts 02114. Upon receipt of the application form and after a preliminary review. a site visit will be scheduled. 
The site visit team will arrange an agenda ~·ith the transplant program to ascertain the strength of institutionJI suppon 
for the transplant program and to help optimize the transplant surgery fellowship potential at that center. Our intention 
is to be helpful and constructive. · 

~ugh Auchincloss. Jr.. l\1.0. 
-'h~ir. Educ:!~ion Committee 
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Applieant Sentara Norfolk General Hospital (SNQH). Sentara Norfolk General Hospital, part of Senwa 
Health System. is licensed for 644 beds and is located on the west side of downtown Norfolk. It is one of 
the Commonwealth's major teniary-care hospitals and the primary trauma-care center for the Hampton 
Roads area and a~jacent areas of nonheastem Nonh Carolina. SNGH is the principal teaching hospital for 
undergraduate and graduate medical students at the Eastern Virginia Medical School (EVMS), which shares 
the Eastem Virginia Medical Center campus with SNGH. 

Pmjcct Dcssription. The application states in pan: 

Sentara Health System proposes to expand its Transplant Center to include liver transplantation. The 
Transl)lant Center is located at Norfolk General Hospital and has been in existence for twenty-five 
years .... The Center currently performs kidney. heart. lung. and heartllung tr'lnll)lants ..•• 

.... There are approximately 25-30 adult ~atients (wi1hin the Center's primary market) thllt Sentara 
physicians refer out of the region and/or state for liver transplants each year. Baaed on iftformation 
furnished by MCVs liver transplant program. there are also a significant number of patients referred to 
their center by Hampton Roads physicians who do not ~ractice at Sentara. The Center aaumes the 
accessibility of a liver transplant pro;ram in Hampton Roads will attrad patient referrals from beth Sentara 
and non-Sentara physicians. The Center expects to perform six transplants the fttlt year of operation. 
twelve in year two. and fifteen in year three ..•. 

To implement this proposed program. a surgeon with fiver transplant experience Wtll be recnrited into one 
of the private surgical-practice groups within the region. It is eXI)eded this individual will immediately 
meet the minimum UNOS transplant surgeon criteria for implementation of a liver transplant program. 
Medical support for this patient population will be provided by gastroenterologists (GI) within the 
community who have experience in liver transplantation in their medical training at facilities suCh as the 
University of Wisconsin. Yale. and the Medical College of Vsrginia. The three Gl physicians who have 
committed to medically manage liver transplant patients will also obtain any additional training necessary 
to provide optimal medical care for these patients. Several of the Gl physicians are also involved wrth 
research Clinical studies that offer patients access to the most advanced treatments naillble. 

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 Minnelota in their liver 
transplantation program. Dr. Martha Mooney, an infectious disease specialist who suppons the kidney. 
heart. and lung transplant programs. will also provfde support for the liver transplant program. SNGH has 
several intensivists on its medical staff who will provide support to the transplant physicians as well. Also. 
several membet'l of the anesthesia practice which supc)Oftl Sentara Norfolk General Holpttal·s surgery 
program have had experience with liver transplants in their medical training and feUowships. 

Because the Center perfol'ft\S kidney. heart. tung. and hur111un; transplants. there are onty incremental 
operating costs associated with this program expansion. The administnltive and dericalltaff tNt support 
the current organ transplant programs wiH aJso support the proposed liver transplant program. Additional 
program and hospital std needed to support the program tncluele a fuU-time RN T....,.,..nt Coordinator. 
a part-time Licensed Clinical Social Worker. and a full-time CVS technician to operate the intraoperative 
eelt-saver. These additional salary dollat'l ~ve been detailed in the Financial Data Mdion of th•s 
application. 

There are no additional inpatient bed requests or facility construdion associated with this proposal. L•ver 
transplant patients would be inco!"l)orated into the cunent vascular step-down and intensive care un•ts 
within SNGH. The actual transplantation surgical procedure would be performed w1tt'lin the surg•cal su•tes 
at SNGH. Some of the more costly equipment used to support this complicated procedure (su~ as tne 
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bypass pump and the intraoperative cell saver) is already available at SNGH. due to other tertiary-care 
programs located at the hospital. 

Upon discharge, patients will initially be followed in the Transplant Outpatient Clinic located on the fifth 
floor of SNGH. It is assumed that patients will be followed in the Clinic for three months post-discharge. 
Any follow-up care required after this period will be coordinated with the patient's primary care and/or 
refening physician. The Transplant Outpatient Clinic presently supports the outpatient needs for the 
kidney, heart, and heartnung programs. Thus, the liver transplant outpdents will utilize the existing 
Transplant Center examination rooms, waiting rooms. etc. Long-term follow-up on these patients will 
comply with itandarcl protocols and procedures in place within the liver transplant program and will 
inctude at least an annual examination. 

Reimbursement for liver transplantation is expected to be from sources similar to the existing organ 
transplant programs. Current facility contracts with insurers such as Aetna. Cigna, Blue Cross. Met Life, 
and MetraHeatth 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. The liver transplant progl"'m expeds 
to perform transplants on patients without tne ability to pay. as part of Sentara's charrt.ble mission of 
improving the health of citizens in the Hampton Roads community. 

In summary, the application proposes to add a fifth organ transplant service, liver transplants, to the existing 
amy of four transplant services now available at SNGH, the oldest being kidney transplants, begun in 1972. 
Because of the existing organ transplant programs, the applicant believes the patient care services and most 
of the medical skills anJ expertise necessary to care for liver transplant patients are already c.vaiJable at 
S~GH. However, an experienced liver transplant surgeon would have to be recruited. 

Since this would be an addition, involving a modest number of patients, to an established organ transplant 
program. new costs associated with this project are expected to be minimal. No facility expansion. facility 
renovation, or bed additions are included in this application. The application's projected capital coru for 
this project are: 

Direct construction costs 
Equipment 
Legal fees 

Total Projected Capital Costs 

The project will be financed with accumulated reserves. 

so 
SS4,400 

$7 SOO 
S61.900 

Applisant'a Jystificatjgn. As justification for this project, the application states in pan: 

The proposal to expand the organ tnlnsplant services It SNGH to inClude liver transplant procedures will 
address the nHd of a substantial population to have imJ)f'OVed access to liver transplant services. At 
present. liver transplants are available throu;h three providers in the Commonweatth: MCV in Richmond. 
UVA in Chartottesville, and Fairfax Hos;~itals. All of these providers are loclted more than two hours 
away from a substantial portion of the population that SNGH proposes to serve. In t.ct. because of 
geographic barriers such as the Hampton Roads and Monitor-Merrimac bridge-tunnels. travel times oflen 
exceed two hours by a substantial margin. SNGH proposes to make liver transplant services available to 
this population by expanding its current successful organ transplant program to offer liver transplant 
services. 

Tnere is a substantial population fron'\ the greater Tidewlter region in need of improved access to hver 
transplant services. On an annual basis, SNGH physiCians who have committed to support the SNGH 
program refer 25 tl;) 30 patients to MCV for liver transplants. SNGH believes that there is a substant•al 
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number of patients referred outside of the region by other area physicians who would obtain liver 
transplant services in the area if they were available. SNGH proposes to make the service available so 
area residents who need liver transplants can be treated dose to home. 

The freQuency and intensity of the aervices Pf'O\ided in conjunction with a liver transplant make it 
imperative that patients be treated close to their homes when possible. Wtile a transplant candidate 
waits for an organ to become .vailable, the patient must come to the transplant center on a re;ular ~sis 
for examination and diagnostic testing. Even if the wait fer an organ ia long, the patient must keep up with 
the schedule pf visits to maintain eligibility for the organ. After the transplant procedure, the patient must 
retum for examination by the transplant team at least twice weekly fer six to twelve weeks. Diagnostic 
tests and other procedures also need to be performed during this time. If care is not available in a 
reasonably accessible location, these ,.peated medical episodes can cause extreme financial hardship 
for patients and their families in terms of lost wages, travel and lodging expenses. These added stresses 
compound what is already an extremely anxiety·ridden event 

SNGH proposes to eliminate some of the stress and disruption encountered by transplant patients who 
must travel outside the region to obtain care. SNGH is uniquely situated to bring liver transplant services 
to this region of the Commonwealth. AI the region's only organ transplant provider and the region's only 
academic center for medical teaching, SNGH already has in place the systems, policies and procedures 
to support the liver transplant service. Further, SNGH already has much of the equipment necessary for 
the performance of transplants. Accordingly. SNGH can bring this needed service to the region at a very 
low capital cost and be cost competitive with the other programs in the state . 

.... Discussions with patients, physicians, health care providers. community orpniZations. etc. have 
indicated a keen interest and support for implementation of a liver transplant program in Norfolk. Virginia. 
The letters of support included in this application provide documentation of that support The Transplant 
Center at Sentara Norfolk General Hospital has provided financial data that it believes will position the 
Center to provide liver transplantation at equal or tower cost to the closest VIrginia transplant centers. in 
addition to providing consistent and expert health care in the patient's home environment For these two 
reasons. the Sentara Health System iS requesting approval to add the availability for liver transplantation 
to its organ transplantation program. 

Thus. the application justifies the project on these principal bases: 

• The number of residents of the SNGH service area who receive liver transplants each year would 
constitute an adequate case load for establishment of liver transplant services at SNGH. Based on 
known referrals for liver transplants by physicians who ptaetice at SNQH and estimated referrals 
by other physicians in the SNGH service area. SNGH believes it would aaract a caseload meeting 
the volume standards for initiation and maintenance of liver transplant services. 

• A substantial portion of the SNGH service area is two hours or more from the nearest provider of 
liver transplant services, MCV Hospitals in Richmond. The prosram of care for a liver transplant 
patient typically involves months of pre-operative evaluation 1nd monitoring and six to twelve 
week of twice-weekly postoperative evaluation and monitoring. Because of the number of these 
outpatient visits, as well as the operation and inpatient recovery period, travel outside the patient's 
home area for these services constitutes a significant additional burden of time and expense for the 
patient and his family. 

• SNGH is an established provider of transplant services for four other organs. SNOH already has in 
place the facilities, administrative services. patient care services. and most of the special physician 
and nursing-care skills necessary to perform liver transplants and provide care for these patients. 
Therefore, this project would involve modest new co~ require few new personnel, and require 
few changes in SNQH's present patient care operation. 
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Support for and Oppmjtjpn to The Project. A considerable number of written and oral statements 
supporting and opposing this application have been presented to the Virginia Department of Health and to 
the Eastern Virginia Health Systems Agency (EVHSA), as pan of the application material, at the EVHSA 
public hearing, and in separate correspondence. Of particular note is an extensive statement of opposition 
to the application submitted to the Deparanent of Health jointly by Medical College of Virginia Hospitals 
(MCVH) and MCV Associated Physicians {letter dated September 16, 1996, with attachments). 

Establishment of a liver transplant program at SNOH would likely result in a significant (perhaps 1 So/o· 
20%) reduction in patient volume and revenue of the existing liver transplant program at MCVH. for this 
reason. and because MCVH has extensive experience in liver transplantation, MCVH's views regarding this 
application are noted at various points in this project review. 

~1CVH·s views on the SNOH application are summarized in the following quotation from their letter of 
September 16, 1996 to the Department of Health. 

The Medical College of Virginia Hospitals and MCV Associated Physicians strongly oppose this application 
based on the negat•ve impad another program will have on mortality and nnspla,_tion costs for the 
citizens of Virginia. Further. an additional program will compromise transplant research taking place at MCV. 
jeopardize transplant training occurring at MCV. and decrease MCVs ability to medically manage the 
transplant waiting list to optim!:.: patient outcomes. 

MCV has a long-standing history of serving Pltients with end-stage liver disease from the Tidewater area. 
and many patients have documented the quality and convenience of the care they received in letters sent to 
the Eastem Virgrn1a l-leatth ?tanning Agency. 

Sinc.e there exists ample capacity for liver transplant services wiV'Iin easy access to patients from the 
Tidewater area. them is no public and for an adtffljpnaf prpgrwm in Planning District CZOl. (emphasis 
original) 

Thus. the MCVH lener notes a number of points of opposition, analysis of which is central to this project 
review. MCVH believes liver transplant patients from the Tidewater area are already being well cared for 
and that establishment of the SNOH liver transplant program would have the following negative effects: 

• Increase mortality. 
• Increase tranSplant costs. 
• Compromise transplant research at MCV. 
• Jeopardize transplant training at MCV. 
• Decrease MCV's ability to medicall)· manage the transplant waiting list for optimal outcomes. 

The opposing views of SNOH and MCVH largely frame the issues for this project review. They are 
summarized in Table A below. 
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Table A 
PRINCIPAL POINTS IN SUPPORT OF AND IN OPPOSmON TO 

ESTABUSHMENT OF A LIVER TRANSPLANT PROGRAM AT SENTARA NORFOLK GENERAL 

SNGH Points In Support MCVH Points in Opposition 
Travel frcm the SNGH area to MCVH is burdenaome for Access to MCVH from the SNGH service area iS ·east. 
liver transplant patients and families. For ~ parts of Pnents have testified to the c::DnVenience and the quality 
the SNGH service area. travel time to MC\'1-i uateds the of en It MCVH. 
SMFP standard of two hours. 
The number of liver transplant patients from U\e potential MCVH has~ capaaty to NNe the existing and future 
SNGH service area for liver transplantation constitutes an cueload from 1he SNGH area. The possibility that SNGH 
adeQuate caseload for a new program. would meet minimum volume standlrds is not a sufficient 

reason to establish a new liver tranaolant program. 
SNGH is a long-established provider of transplant seMces A new liver transplant program would have higher mortality 
and has had excellent results with existing transplant and morWity than MCVH'a existing program. 
programs. 
A liver transplant program at SNGH would eliminate the Oivic:ting one larger caHioad into two smaller ones 
medical risk of transfening acutely ill patients from SNGH diminishes the opportunity to manage the overall pool of 
to MCVH. It would reduce problems of non-optimal patients for optimal outcomes. 
communication and lapses in the continuum of care. 
SNGH •s an established provider of transplant services for A new program wiD resutt in higher overall casts and 
other organs. Establishment of this program woufd require higher cost per case for liver tranaplant services in 
few new resources and littfe new cost Vaginia. 
A liver transplant program at SNGH would eliminate the 
cost of transfening acutely ill patients from SNGH to 
MCVH. 
A liver transplant prog111m It SNGH would eliminate the 
costs associated with duplicate performance of services. 
tests. and procedures. which often occurs when patients 
begin their liver care under a Sentara physician and then 
enter the transplant program at MCVH. 

Reduction in MCVH transp&ant VOlume would negatively 
affect transolant training at MCVH. 
Reduction in MCVH nnsplant volume would negatJvely 
affect transplant reseaR:h at MCVH. 

Of note also is a letter of October 31. 1996 nom Robert M. Carey, M.D .• ~ University of Virginia 
School of Medicine. to the Eastern Virsinia Health Systems Aacncy (attachment L to the minutes of the 
EVHSA public hearing. September 16, 1996). Dr. Carey indicated opposition to this application, stating in 
pan: 

.•. Using the authority of that cocfrfied intent (of the Code of Virginia relating to C8111ftcata of public need]. it is 
our belief that the needs of the pnent population needing liver transplantation in the Commonweatth are very 
adequately met with current program ofrerinp. Cunentty. her transplant centera MNinCJ the Commonwealth 
are also producing outccmes that reftect their cfinicaJ succeu as well as their patient capacity. The 
University of VIrginia. for example. was the tnt center from Battimore to Atlanta to receive Meaare 
accreditation far liver nnsplantation, baseCI on sunrivll and outcome. It is our belief. therefore. that supply 
needs •n quantity and quality are currently being met and that additionS to 1hil network are d-cltive wnn no 
benefit that is subl1antive to qualify.... · 

Of further concem to an academic mecfal center such as ours is unnecessary duplication of a service tnat 
erodes an ability to provide dinicalappliea1ions of translational research. Academic medical facutty·s 
thoughtful explorations of the faders that insure better science in transplantation promote the likelihood of a 
better future for an transplant patients in the Commonwe1tth. 
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(NOTE: A summary of key issues and findings appears at tl1e end of tl1is analysis on pages 66-68.) 

4.1. In determining wheth~r a public need exists for a proposed project, the following factors sball be 
taken into account when applicable: 

4.l.A. The recommendation and the reasons therefor of the appropriate regional health planning 
agency. 

By letter of November 13, 1996, the Executive Director, Eastern Virginia Health Systems Agency advised: 

Please be advised that our Board of Directors voted yesterday S.3 to recommend approval of [COPN 
Request No. VA-5969). The reasons for the vote were that the project would improve the availability and 
geographical accessibility to liver transplant services for P .0. 20 residents and that having a liver 
transplant service would round out the complement of transplant services that are presently provided at 
Sentara Norfolk General Hospital. 

4.l.B. The relationship of the project to the applicable health plans of the regional health planning 
agency, the Virginia Health Planning Board and the Board of Health. 

Virginia State Medical Faci/itjer Plan "Organ Transplantation Seryjces. Part Q. Criteria and 
Standards" i 

Acceotabilit)'. 
SMFP Stqndard: Consumer Participation - Pro,·iders of organ transplantation sen·ices should 
pro,·ide 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 tbe management of the organ pre- and 
post-transplantation. 

The application states that "as an existing provider of organ transplantation services1 ... SNGH already has 
appropriate 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. 

Accessibilitv. 
SMFP Standards.· 

A. Tra,·el Time. 

Organ transplantation services, of any type, should be accessible within two hours driving 
time, under normal conditions, of95% of Virginia's population. 

For the highest-level hospital services (e.g., certain trauma services. neonatal intensive care, transplantation. 
::md others}. SNGH can claim a service area covering Virginia Planning Districts 20, 21, and 22, as v.ell as 
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several counties in northeastern North Carolina. (Several years ago, the Commonwealth's designation of 
planning districts merged PD 20, southside Hampton Roads, with PD 21, the Peninsula, to fonn PD 23, 

. Hampton. Roads. However, for many purposes of health systems analysis, it is useful to maintain the 
distinction between PD 20, southside Hampton Roads, and PD 21, the Peninsula. This distinction is 
maintained here.) 

Populations in 2000 of the various components of the potential SNGH service area for transplant services 
are projected by the Virginia Employment Commission as follows: 

TableS 
PROJECTED POPULATION IN 2000 

OF JURISDICTIONS POTENTIALLY IN THE SNGH SERVICE AREA FOR LIVER TRANSPLANTS 

i Percent of i Closest Point Popu. Center Popu.Center 
} SNGH Area j toMCV toMCV toSNGH 

25,390 1% 55 70 50 
30,4n 2% 65 75 35 
59,482 75 85 18 
188,999 90 105 10 
102,961 90 95 7 
256,094 85 92 4 
483,559 95 102 10 

Sources: (1) Populations June 1 
(2) Mileages computed from 1994-95 VOOT Official State Map and American Map Carparatian Qclawam Marytand Virvinia 
West Viminia Rpad Map. 

This SNGH service area for the highest-level hospital services (hereafter referred to as SNGH's potential 
service area for liver transplantation) encompasses approximately 1. 7 million persons and 24% of the total 
Virginia population. Within this area, all points except ponions of James City County are closer to SNGH 
than to MCVH. 

At present, the accessibility standard for liver transplant services is not met for approximately 25%-30% of 
Virginia's population: most of southwest Virginia (Health Planning Region 3) and part of eastern Virginia 
(Health Planning Region 5). In eastern Virginia. approximately 400,000 persons (all of PO 22 and perhaps 
one-half of the populations of Virginia Beach and Chesapeake) reside more than two hours driving time 
from MCVH. 

Implementation of this project would bring an addition.al approximately 400,000 Virginia residents. about 
six percent of the state's population, within the S~1FP's accessibility standard for liver transplant ser\'ices. 
It would also materially improve accessibility for approximately I 00,000 North Carolina residents, whose 
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nearest source of liver transplant services is Chapel Hill or Durham, approximately I 00 miles from the 
center of the northeastern North Carolina area which uses tertiary-care hospital services at SNGH. 

B. Patient Access to Available Organs. 

Providers of organ transplantation services should demonstrate to the satisfaction of the 
Department that they have clearly defined patient/organ-recipient policies based solely on 
medical criteria. 

The application states, "As a participant in the organ donor network, SNGH already has these policies and 
procedures in place." The application includes copies of transplant candidate selection policies for kidney, 
heart, and lung transplants. These policies describe the medical and psychosocial criteria for detennining 
patient suitability for receiving a transplant. The Manager, SNGH Transplant Center, advised that the GI 
Advisory Team of SNGH's Transplant Leadership Council has prepared a first draft and is now working to 
refine organ-recipient policies for liver transplantation, which presents some especially difficult issues of 
patient suitability. 

The application meets this standard. 

AvaiJabi!hv. 
S·'t.fFP Standartlf: 

A. Regionalization of Services. 

There should be no more than one transplantation program for each organ system in a 
health planning region. 

S!'GH is the only provider of organ transplant services in Virginia Health Planning Region 5. 

The application meets this standard. 

B. Conditional Approval. 

Appro,•al of organ transplantation programs shall be conditioned upon a facility's meeting 
both minimum volume and survh·al standards. Failure to meet these standards within two 
years of initiation of the sen·ice may be cause for re\o·ocation of the certificate of public: need. 

If this application is approved, the approval will incorporate this condition. and this condition will be stated 
on the Cenificate of Public Need. 

C. HCF ~ledicare Requirements. 

I. Proposals to establish new transplantation sen·ic:es should demonstrate compliance 
with all r\1edic:are program c:o,·eragc criteria "ithin two years of the initiation of the 
program. 
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Medicare program coverage criteria for liver transplant services specify: (I) a minimum annual volume of 
transplants (12, same as SMFP standard) and (2) minimum patient survival rates for one year and for two 
.years post-transplant (77% one-year surviv~l, 60% two-year survival). 

If this application is approved, the approval will incorporate as a condition, stated on the Cenificate of 
Public Need, that within two years of initiation the SNGH liver transplant program will achieve the 
minimum annual volume standard and the minimum one-year survival standard required for Medicare 
certification. (Compliance with the Medicare two-year survival standard cannot be demonstrated until more 
than two years have passed since initiation of the liver transplant program.) 

2. Proposals to expand existing transplantation programs should demonstrate that 
existing organ transplantation serviees eomply with all applicable federal Health Care 
Financing Administration criteria for Medicare program eoverage. 

SNGH's existing organ transplant services are: {I) kidney, (2) heart, (3) lung, and (4) heart-lung. 

The application states that SNGH's kidney and heart transplant programs hold Medicare (and UNOS) 
certification. The application speaks collectively of SNGH's lung and hean-lung transplant programs 
(although they are categorized separately by UNOS for statistical purposes and categorized separately by 
SNGH in reportin~ average charges and average costs for transplant services). The application states: 

This program was certified by UNOS in 1996 but has not achieved Medicare certification due to low annual 
transplant volumes attributable to limited availability of suitable organs. Recently the Center perfonned ten 
lung. heart/lung transplants in a twelve-month period, as required by Medicare for certification. The Center 
will need to perform ten lung. heart/lung transplants throughout thiS next year to meet Medicare certification. 

Assuming. as implied above, that Medicare views lung and heart-lung transplant services in the same 
facility as a single service for certification and that the minimum twelve-month volume for certification is a 
total of ten lung and heart-lung transplants, the following is noted (also see Table 2 attached): 

• Five lung and/or four heart-lung transplant services are operating in Virginia. tN AH, McGuire 
VA, MCVH, and SNGH perform lung and hean-lung transplants. Fairfax Hospital performs lung 
transplants, but has not performed a hean-lung transplant (through 1995). 

• SNGH was the last of the five Virginia facilities to begin lung and/or heart-lung transplant 
services. SNGH's first lung transplant was in 1992, and their first heart-lung transplant was in 
1993. 

• Through 1995, only UVAH had performed ten or more lung and heart-lung transplants in a single 
calendar year, which UV AH did in e:1ch ye:1r 1991 through 1995. 

• After UV AH. the next highest (calendar-year) annual volume (through 1995) of lung and heart­
lung transplants was six, performed by MCVH in 1993 and by Fairfax Hospital in 1994. 

• SNGH perfonned five lung and heart-lung transplants in calendar year 1995, with a higher number 
in more recent (non-calendar-yc:ar) twelve-month periods. according to the application. 
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Accordingly, SNGH has not met the annual volume requirement for Medicare certification of their lung and 
heart-lung transplant service. However, SNGH's perfonnance is essentially the same as three of the four 
other providers of this service in Virginia. and SNGH is making progress toward the minimum annual 
volume requirement for Medicare certification of their lung and heart-lung transplant service. 

The application demonstrates substantial confonnance with this standard. 

Contjnyjtt otCarc. 
SMFP Stqndqrds.· 

Dischar:e planninc procedures and follow-up care: 

A. Providen of organ transplantation servi~ should bave wrinen procedures and policies for 
discharge planning and follow-up care for the patient and the family which are part of the 
institution's overall discharge plannin& procram. 

The application states, "As an existing provider of organ transplant services, SNQH already has such 
policies and procedures in place." The application includes copies of discharge planning and post-discharge 
policies and procedures for kidney, heart. and heart/lung transplant patients. SNGH subsequently furnished 
DCOPN a draft "Liver Transplant Protocol"'. more fully described below, which addresses discharge 
planning and post-discharge concerns for lh·er transplant patients. 

The application meets this standard. 

B. Pro~·iden of or&an transplantation sen·ices should have established protocols for referring 
physicians and the organ transplantation service to assure adequate post-openati~e 

diagnostic e\·aluation for traasplaat patients. 

The application states, "As an existing pro\·ider of orpn transplant services, SNGH already has such 
policies and procedures in place." The application includes copies of post-transplant evaluation protocols 
for kidney and lung transplant patients. SNGH subsequently furnished OCOPN a draft "Liver Transplant 
Protocor\ which addresses the following maners from the day of operation through the day of discharge: 

• Expected outcomes 
• Teaching of the patient and fam,ily 
• Consults 
• Treatments 
• Tests 
• Medications 
• Diet 
• Acth·ity 
• Spiritual and psychosocial concerns 
• Discharge planning and post-discharge concems 

The application meets this standard. 
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SMFP SIQndqrd; Cost aod Cbarces • The total cost (direct and iadired) for providing all OflaD 
transplaatatioa senices sbould be eomparable to otber similar service providers ia tbe laeaJth 
planaiDI reaioa aad the state. 

COMPARISON OF OytBALL NET REVENUE AND COSTS AMONG YIBGINIA '5 MAJOR 
U:BIIABY-CAJtE HOSPITALS 

The application states, "SNGH is typically a low cost, low charge provider." Table C compares SNGH's 
case-mix indices, net patient revenue, and costs with those of the other major tertiary-care hospitals in 
Virginia, all of which offer transplant services for one or more solid-organ systems. 

Hospitaf 

UVA 
Fairfax 
Roanoke Mem. 
MCV 
Avg. of Above 

SNGH 
SNGH% of Avg. 

T•bl• C 
COMPARISON OF CASE MIX. NET PAllENT REVENUE, AND COSTS 

AMONG MAJOR TERTIARY ..CARE HOSPITALS IN VIRGINIA-11M 

AII.Patient ~ 
c ... Mix i 

1.40 
1.47 

105% 

MedicaN 
CU. Mix 

1.70 
1.62 
1.70 
1.71 
1.68 
1.98 
111% 

Net Rave. Per 
Adj.Admiaa. i 

10.057 
6.830 
8.664 
9.833 
8,146 
7.600 

''" 

Cost Per 
Adj. Admiss. 

10,838 
6,327 
8,332 
9.946 
1,161 
7.153 
11% 

HetReve. Per 
Adj. Pat. Day 

1,550 
1,483 
1,220 
1,478 

1.165 

''" 

Costs Per 
Adj. Pat. Day 

1,671 
1.373 
1,173 
1.495 
1,428 

Source. \lir;•n•• Meartl'l Servtces CQst ReviiW Ccunc:d. HMpaat ana NurJtng Heme lncfuatry Tt~ncts 1995. Dati for 11;. t1 tt'le most 
recent published CSitl. 

Table C shows that SNQH has higher case-mix indices (both all-patient and Medicare case mix) than the 
average for the four other major teniary-care hospitals, but SNGH has 14% to 23% /o~r net revenue and 
costs per patient day and per admission (with both admissions and patient days adjusted to reflect each 
hospital's volume of outpatient services). This data indicates that SNCiH is serving a slightly more 
demanding case mix of patients, but using less resources and receiving less revenue to do so, than the four 
other major tertiary-care hospitals, on the average. 

Indeed. SNQH's net revenue and costs IH" pclient day are lower than any of the other four hospitals. 
SNOH's net revenue and com per Ddmission are llo/o and 13% higher than at Fairfax Hospital, but this 
probably reflects Fairfax Hospital's high volume of obstetric and pediatric admissions. These are typically 
much shorter stays and therefo~ lower cost than other admissions (as can be inferred from Fairfax 
Hosp;tal's comparatively low a/1-patitnt case-mix index). Table C fully suppons the application's assenion 
that ''SNOH is typically a low cost. low charge provider." 

Although relevant and important to consid~r. the above infonnation on SNQH's overall revenue and cost 
perfonnance does not specifically address the SMFP standard regarding the "cost and charges"' of a 
proposed liver transplant program. 
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Information Provided by the Applicant oa Char:n of ExisUa: Pm:rams. The applicant's response to 
completeness questions states: 

The only charge infonnation availab'e for non-Sentara programs is the average liver transplant charges 
incurTed for patients covered by Sentara Insurance products. Average transpWnt cnar;es for May 1. 199~ 
April 30. 1996 were $427.990. These charges indude professional fees. evaluation. surgery. and post­
operative care for 12 months post surgery. 

If taken at face value, this reported average charge would make the proposed SNGH liver transplant 
program (charges described in Tables 0 and E below and in Table 1 attached) look very modestly 
priced, indeed. However, the above-quoted statement omits many essential facts necessary for reliable 
intefl)retation: 

• How many patients are included in this statistic? Probably no more than three or four. 
• Did one or more of these cases invol"e some unusual circumstances (such as graft failure and 

retransplant during the period of the charge data) that make this case(s) unrepresentative and 
thus skew the average? 

• \\.'hat was the range of charges among the individual cases? 
• What proportion of the total charges was for hospital Scf"'lices. which are the only services 

covered by the projected SNGH charge data (described below)~ 
• \\nat amount was actually paid (i.e .• the gross charges less contractual adjustments) by 

Sentara for these cases? 

In view of these questions not addressed by the applicant. this data must be disregarded in review of this 
application. 

Data from Virtinja Hqltb Information on Cbarza for Liver Transplant Bospjtaliytions. However, 
limited infonnation is available on charges for Hver transplant services at the three existing programs in 
Virginia. The EVHSA staff report on this application reponed average charges, by hospital and payer. for 
liver transplant hospitalizations for the period July 1, 1994 to June 30, 1995. The data was obtained from 
the Health Systems Agency of Nonhem Virginia. who prepared it ftom a basic data file supplied by 
Virginia Health lnfonnation, Inc. (VHI). (NOTE: rHI uplicitly disclaims any ,.uponsibiliry for the 
accuracy of results obtained by othen &~Sing VHI data files.) 

According to the EVHSA staff repon (and consistent with the smu:ture of the VHJ data file). these figures 
do not include patient listing. patient evaluatio~ and physician fees. These figures are hospital charges only 
and only for the inpatient stay dwing which the transplant 1to'CS ~rformed. Hospital charges for servicc:s 
provided on an outpatient basis or charges for any inpatient stay oth~r than forth~ transplant procedure are 
not included in these figures. As can be computed ftom attached Table 1. SNuH·s projected annual gross 
revenue from transplant hospitali:ations is about 64% of total projected annual gross revenue from the 
complete Ji,.·er transplant program, including patient listing and patient evaluation charges as well as 
transplant hospitalization charges. 

The EVHSA staff report provided the following infonnation on average charges for hospital stays for li .. ·er 
transplants during the period July 1, 1994 to June 30, 1995: 
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• Fairfax Hospital $119,523 (for 15 transplants), range among payers: Sl8,8j3- $211,502 
$109,917 (for 53 transplants), range among payers: $77,424 • $134,412 
$134,182 (for 37 transplants), range among payers: SJOJ,552 • $217,206 

• UVAH 
• MCVH 

Based on this data. the EVHSA staff repon stated: "Thus in Year II (1998) SNCiH's average transplant 
charge ($159,729] would be $25,547 and 190A higher than MCV's was in 199S ... Although this comparison 
is correct in its math, it is not reasonable for analysis to compare 1994-95 charges with 1998 charges. 
Inflation is a fact of life, not least in health care, and must be taken into account for review of this 
application, just as it was taken into account by SNGH in preparing their pro forma. 

The SNGH pro forma included in the application {reproduced in attached Table 1) incorporates a five­
percent increase in charges from year 1 to year 2. It is reasonable to believe that the three existing liver 
transplant programs have been increasing their charges at a rate similar to that projected by SNGH. 
Inflating their reported average charges forward for three and one-half years (nom 1994-95 to 1998) at a 
compounded average annual rate of five percent (total increase of 1 8.6%) yields the following comparison 
with SNuH·s projected average charge for 1998. 

Tabi•D 
COMPARISON OF PROJECTED HOSPITAL CHARGES IN 1111 

FOR INPAnENT STAYS FOR UVER TRANSPLANTS 

Av•rage ProjKt8cl1191 Percent of SNGH 
Charge Average Charge 1111 Projedltd 

Hospital 7/1J94.6130195 (It 5% annual inftltion Charge 
for rams) 

Facrfax Hosp. 119.523 1•1.754 
UVA Hoso. 109.917 130,362 
MCV Hosp. 1 ~.182 159,1.0 
Semara NGH no1 aoplic. 159.729 

88.7-~ 
81.6% 
99.6% 

Source. Avertge Cftlr;t data for 1""'"95 from EVHSA l&aff IWPO't on COPN ~t No. 
VA-5169. 11112/le. PI"'jee:llCC 1111 d\I'Vft, exC~S~t SNGH. *'1 OCOPN. 

As shO\\n in Table 0, there is no differtnct in the average chqe for the ~ansp/QIIt hospilalization between 
SNQH and MCVH, when the VHl 1994-95 charge infonnation from the existins liver transplant programs 
is put on a comparable basis w;th SNOH's proposed 1991 chirp for liver transplant hospitalizations. 
SNQH•s projected charge in 1998 is about 11% higher than the projection in TableD of the 1998 average 
charge at Fairfax and about I SOlO higher than the projection of the 1998 avera;e charJe at CJTIAH. Given the 
large ranse of 75% or more fi'om the lowest charge to the highest charse of each existing provider in 
1994-9S, it is doubtful that the projected charge differences of 11% and 1 SOI't between SNGH and two other 
providers are of much practical significance. 

Anal,·sjs of Net Revenue. More important for analysis is that the amounts 'n Table D are cluzrges, rather 
than l'evenue actuDJ/y collected or ez~cted to be collecled. Charges for hospital inpatient services are 
essentially a fiction. Vinually no payer actually pays charses or is expected to pay charges. The actual 
transaction amount-that which really counts-is not reported by hospitals to VHI and is not available for 
this project review. Funhermore, the relationship between tharges (gross revenue) and the actual amount 
collected (net revenue) varies subStantially among individual hospitals and among services with&n a 
hospital. It is not possible to use reponed charges for a panicular kind of hospital stay to accurately 
estimate net revenue for that service. Therefore, while SNGH's pro fonna projects net revenue for the•r 
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proposed liver transplant program as a whole, net revenue data from the other liver transplant programs in 
Virginia is not available, with one limited exception. 

Included in material provided to the Department. as part of MCVH's statement of opposition to this 
application, was a set of slides used by MCVH representatives in a presentation to SNGH management in 
September 1996. One of these slides noted the existence of an MCVH "case rate" for complete liver 
transplant services provided to patients covered by Sentara health plans. According to the slide, the case 
rate is now set at·S 1 56,500 and covers these services: 

• Hospital and MD fees pre-transplant. including pre-transplant hospitalizations. 
• Hospital and MD fees transplant hospitalization. 
• Hospital and MD fees post-transplant for one year and 30 days of immunosuppressive treatment. 

This case rate from MCVH is offered to various health care payers. including Sentara insurance plans. 
through United Resources Network. a broker of health care services to the insurance industry. As a 
contractually-established rate for services, the case rate represents the actual tl'ansaction amount, i.e .• net 
revenue. With the important qualifications noted below, it is a valid (and cumnt) number to compare with 
SNGH"s projected 1991 average net revenue for a liver transplant case. The MCVH case rate compares 
with SNGH's pro forma net revenue (adjusted to add back 3.00/o of gross revenue allowed for bad debt) for 
199i as shown in Table E below: 

TableE 
COMPARISON OF PROJECTED 1997 SNGH NET REVENUE 

WITH MCVH CURREN'f CASE RATE FOR LIVER TRANSPLANT SERVICES 

SNGH SNGH SNGH Net 
SNGH Service 1997 Gross 1997 Net MCVH case Rata Revenue as •t. of 

Revenue (Charge) : Revenue (68. 1 %) MCVH case Rate 
Pat1ent evaluauon 1.058 720 Not applicable Not applicable 
Patient listing 8.558 5.828 

. 
Not applicable Not applicable . 

Transclarrt hoscitaliz. 152,123 103.596 Not apofic:able Not applicable 
TOTAL 111,739 110,144 156,500 70.4% 

Sources. ( 1) SNGH grou revenues from COPN apphc:a1JCn. (2) CaleuiltiOn of net rttvenYI per type of MMCII Dy OCOPN 
(3) MCVH caH 'Itt from sltc:Sn for MCVH prBeruban to SNGH. ~r 1196. 

Although the comparison in Table E involves ntt revenue figures, which are economically meaningful (in 
contrast to gross revenue figures). it is nonetheless a flawed comparison for two reasons. The most 
imponant deficiency of the comparison is that the SNOH figures do not include physician fees (except for 
pathology services), which t7t included in the MCVH case rate. DCOPN has no information with which to 
adjust the SNQH projections to make them more comparable to the MCVH case rate. 

The second deficiency of the comparison in Table E is that the SNOH allowance for contractual 
adjustltlents for liver transplant services (31.90/o in year 1) was apparently based on current hospual-wide 
experience. Current hospital-wide experience may not be a good predictor of the contractual allowance 
percentage that would be found in a particular very small and very specialized program not yet in operation 
In summal')·, from this comparison and making some very rough allowance for physician fees. it can on I: be 
said that the SNGH net revenue from liver transplant services would apparently be somewhere in :he 
'icinity of the MCVH case rate. 
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Accordingly, with respect to charges and net revenue, it cannot be said either that this application has 
demonstrated confonnance or has not demonstrated conformance with the "cosf' standard in the ~ 
Medical Eacmtjes Plan. Nonetheless, in the absence of meaningful service-specific charge data, the good 
overall net revenue performance of SNGH. relative to the other major tertiary-care hospitals in Virginia. as 
shown in Table 0 above, is a significant point in favor of this application. 

COSTS OF THE LIVER l'RANSPLAr-.7 PRQGMM 

lnfonnation on the costs (i.e., the expenses) of specific patient stays or specific services in Virginia 
hospitals is not reported externally. Therefore, it is not possible to make a comprehensive comparison of 
S~GH·s projected costs for liver transplant services with the costs of existing liver transplant programs in 
Virginia. 

In material presented to the EVHSA public hearing (September 16, 1996) in opposition to this application, 
MCVH cited "overS 1,500,000 in fixed wages" attributable to their liver transplant program. According to 
the minutes of the public hearing, "[Dr. Fisher] then showed the fixed cost of the liver transplantation team 
with wages at S 1.5 million which would be duplicated at SNGH to perform the small projected volume 
which he stated could easily be accommodated at the established programs in the state." In addition to 
wages for \'arious non-physician personnel. the cited fi~eCI wages at MCVH included "surgeons (guaranteed 
salat') rand "hepatologists (practice support)". 

SSGH Projected E:xpcnsa. In contrast to ~.1CVH's ~ited fixed wages (including physician compensation) 
exceeding S 1.5 million, SNQH's application cites incremental wages and benefits, attributable to the 
proposed liver transplant program, approximating only $80,000. VJhile this projected incremental 
personnel expense does not include compensation of any physicians (either surgeons or hepatologists. as 
they will be part of the private practice community and their compensation not a responsibility of SNGH), it 
does show that the extensive duplication of personnel costs predicted by MCVH is not projected by SNGH. 
SNGH does not project extensive duplication of (non-physician) personnel costs, because SNGH expects to 
draw on the personnel resources already available to the existing transplant programs at SNGH. which are 
performing more than SO transplants per year. 

The following are imponant points about SNGH's projected expenses for the proposed liver transplant 
program (see anached Table 1 for detail of projected expenses): 

• Of the approximately $2.0 million of total expenses projected for year l (1998), approximately 
$500,000 or about 25% represents "indirect expenses" or allocation to the new program of 
"overhead" expenses (e.g.~ building c:o~ administration. general support services) that already 
ezist QJ SNGH. Accordingly, these projected expenses of the proposed liver transplant program do 
not represent additions to. or duplications of. any expenses already in the health care system. 
These expenses are essentially irrelevant to this analysis. 

• The remaining approximately Sl.S million of total expenses projected by SNGH for year : 
includes relatively little in the way of expenses which are duplicativt of expenses that must 
continue to be inC1111'ed by existing liver transplant programs. regardless of whether S'SGH 
establishes a program. 
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0 The depreciation expense of $9,480 per year for the equipment (retractors. infuser, freezer. 
etc.) to be added by this project is both fixed and duplicaJive. 

0 The projected "other" expense of S 105,000 in year 2, said to be for "continuing education. 
marketing. etc.", is not inherently fixed but is duplicative. 

0 The projected salary and benefits expenses of$80.331 (transplant coordinator, O.S FTE social 
worker, plus call pay for technician personnel) are not truly fixed but are at least partially and 
perhaps enti,.ely duplicative of expenses that must continue to be incurred at existing liver 
transplant programs. 

• It is unknovm whether a reduction of perhaps 1 0·1 S liver transplant cases (1 So/o-20°/o) at 
MCVH would pennit any reduction in personnel costs of MCVH's liver transplant 
program. It would appear, though, that a lSo/o-20% reduction in program volume at 
MCVH should pennit some reduction in MCVH's liver transplant personnel costs, 
which MCVH has stated to be S l.S million (including physician compensation). 
However, it seems quite unlikely that development of a liver transplant program at 
SNGH would reduce volume at any existing program. other than MCVH, to an extent 
that would permit any reduction of that other program's personnel expenses. 

• On balance, for this review it is assumed that approximately one-half. about $40,000, of 
SNGH's stated incremental personnel costs is duplicative of personnel costs in other 
programs, specifically MCVH. (This implies that if MCVH were to experience a 15°/o· 
20o/o reduction in liver transplant program volume, MCVH would be expected to reduce 
their associated personnel expenses by three percent. but no more.) 

0 The projected S 1.25 million of "patient care costs·• at SNGH in year 2 consists of all those 
expenses associated with the direct care of the patient during the evaluation. listing. and 
transplant hospitalization phases of the patient's treatment. These e:o<penses include nursing 
and therapy services. counseling. imaging. laboratory. phannacy, medical supplies, room 
expense. dietary services. and any other patient care service. 

• "Patient care costs" include variable-cost elements (e.g., medical and housekeeping 
supplies. drugs, raw food. on-call nursing and therapy time. etc.), that change directly 
and proportionately with the volume of patient services provided. Patient care costs also 
include fixed-cost elements (e.g., overhead and core-staff' components of the various 
ancillary patient service depanments, plant and support costs allocated directly to the 
nursing care unit. etc.), that do not change unless the volume of patient services changes 
dramatically. Although patient-care costs are categorized as "direct expenses" in the 
SNGH pro fonna. these costs are by no means entirely veuiablt costs. A significant. but 
undetennined portion of'"patient care cosu" identified in the SNGH pro fonna are fixed 
over a considerable range of patient service volume. already exist at SNGH. and would 
not be increased by the introduction of liver transplant services. 

• By definition, the variable-cost elements in ··patient care costs" are not duplicative of 
any costs which must continue to be incurred at existing liver transplant programs. Smce 
the application states that the proposed liver transplant program would produce no 
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incremental fixed costs, beyond those specifically identified (detailed above). it appears 
that none of the "patient care costs", whether variable or ftxed, should be viewed as 
duplicative of costs that must continue to be incurred at existing liver transplant 
programs. 

The application cites two opponunities for reduction of patient care costs as a result of 
establishing a liver transplant service at SNOH. The cost of medically b'ansferring 

· acutely ill patients from SNGH to MCVH for nnsplantation would be eliminated. Also 
eliminated would be the cost of duplicating certain procedures and activities, which the 
applicant says are duplicated now when liver transplant patients are transferred from care 
by SNGH physicians to care by MCVH physicians. Since the application provides no 
quantification of these events, they cannot be given any material weight in this review. 

The foregoing suggests that approximately S 165,000 (depreciation, "other"'. and one-half of the specifically 
identified salaries and benefits) or about 8.5% of SNGH·s projected total expenses in year 2 for the liver 
transplant program are duplicative of expenses that must continue to be incumd at existing liver transplant 
programs, regardless of whether SNGH establishes a program. 

SNGH projects serving 300 "patients., in year 2. comprising 121ran5plants, 96 listings. and 192 evaluations. 
(Although the projected numbers of listings and evaluations seem unreasonably high, as discussed un pages 
53-54. they are accepted here for analysis of the pro forma. which is based on them.) These are not 300 
different individuals but rather 300 separate phases of liver transplant care provided to some unkno\lr'T\ but 
smaller number of individuals, probably approximating the number or patients ~\'aluated, projec~ed at 192 
in year 2. These are the people who would "benefit'' from the incremental cost_ estimated above to be 
S 165.000 in )ear 2. resulting from establishment of the proposed program at SNQH. On this basis. the 
incremental cost of the proposed program, per individual benefited in year 2, is roughly S 1.000. 

Altemati\·ely, a number of 'iransplant-equivalent" patients can be calculated using the per-patient charge 
data in the SNGH pro forma. As proposed for year 2, a patient listing bears a charge of $8,986 or S .6%, of 
the charge for the transplant procedure, while a patient tw:JIJIQlion bears a charge of S 1, 111 or 0. 7% of the 
charge for the transplant procedure. Using these proponions, the 96 patient listings and 192 patient 
evaluations projected for year 2 convert to 6.1 '1:ransplant-equivalent" patients, for a total of 18.1 
•·transplant-equivalent" patients projected for year 2. On this basis, the incremental cost of the proposed 
program, per ''transplant.equivalent" patient projected in year 2. is about $9,000. 

Ph,·sisjan §cD'ica Costs. Unaddressed in the foregoing discussion of costs is the cost of physician 
services as an element of the proposed SNGH program. The application explains that SNOH will ha\·e no 
responsibility for compensating, subsidizing. or guaranteeina any minimum level of income for any existing 
physicians on the SNQH medical staff or any physicians newly recnaited to the SNOH medical staff as a 
result of establishing the proposed liver transplant program. Although physician compensation or support is 
not an element of expense for SNGH, the cost of physician services is still an element of expense "'·ithin the 
health care system that should be noted in this project review. 

As with the hospital costs discussed above. the key question regarding the cost of physician services is the 
extent. if any. of incremental physician costs that will result from this project and will be dupllca11ve of 
costs that must co~rinue ro bt incurred in connection with existing liver transplant programs. Ho"'ever. 
very little that is solid can be said on this point. 
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If this project is implemented, the private-practice community associated with SNOH will recruit at least 
one new physician. a liver transplant surgeon. to the community. This will result in an increase in physician 
fee revenue and physician support costs within tastem Virginia. Whether this new physician will cause an 
increase in physician fee revenue and physician support costs within tht start can only be speculated. If this 
physician is recruited from within Virgini' then no net effect on the state would be expected. If this 
physician is recruited from outside the state, but his/her anival causes a redistribution of transplant volume 
among programs within the state, so that a physician already here leaves the state, then also no net effect on 
the state would be expected. 

If, as seems most likely, this physician is recruited ftom outside the state and this causes no departure of a 
physician already here, then. as a minimum, incremental and dup/icmive physician support costs (office 
costs. staff, etc.) would result. However, there is no panicular reason to think that incremental and 
duplicative physician fee payments would result. The charges generated by this new physician would 
presumably reflect either redist1'iburion of patient volume and associated charges within the state or reflect 
addition of patient volume and associated charges to the state. If: as seems most likely, establishment of a 
liver transplant program at SNOH reduced volume by 1 So/o-200A. at MCVH, MCVH might be required to 
maintain income levels of some physicians associated with their program. To whatever extent this 
occurTed. it would be a duplicative cost, i.e., a net addition to health care costs in Virginia. 

Neither the application nor any subsequent communication ftom SNGH or MCVH has provided speeifir 
infonnation regarding possible duplication of expenses for physician services, although the potential for this 
problem was implied in MCVH's presentation to the EVHSA public hearing on this project. 

SL~NARY OF fThDI:sGS AA1> CONCLUSIONS REGARDING COSTS AND CHARGES 

The availability. quality. precision, and relevance of data to address the SMFP's "cost" (actually costs and 
charges} standard for this service are so limited that directly addressing the standard is hardly possible. 

Data on gross charges is available for the transplant hospitalization only, which is about two-thirds of 
SNGH·s projected annual total gross revenue from the proposed liver transplant program. ~"hen 
appropriately analyzed, i.e., when inflation adjustments are made, the gross charges data indicates that there 
is no material difference between SNGH's proposed 1998 charae for the transplant hospitalization and the 
projected (by OCOPN) 1998 gross charge at the three other programs in Virginia. There is not even a one­
percent difference between SNGH and MCVH. (See Table D above.) 

However, gross charges are not meaningful figures and cannot readily be translated into meaningful figures. 
i.e .• actual transaction amounts, net revenue. One limited measure of net revenue is available for MCVH's 
liver transplant program. This is a case rate offered to several health care payers, including Sentara 
insurance plans. The MCVH case rate is compared with SNGH's projected net re\'enue from liver 
transplant ser•ices (Table E above), but even this comparison is deficient and inconclusive. 

S~GH·s projected costs for the proposed liver transplant program are contained in the application and have 
been analyzed. However. there is virtually no basis for comparing them with costs of the other li\'er 
transplant programs in Virginia. since cost data for them is not available. The EVHSA staff report on this 
application. as well as extensive comments in opposition submitted by ~1CVH. emphasized the \'iew that 
the proposed liver transplant program at SNGH would result in a large duplication of costs for li\·er 
transplant services within Virginia. 
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However, the DCOPN analysis finds that when the expense elements presented in the SNGH pro fonna are 
carefully analyzed, with due regard for hospital cost allocation procedures and the true extent of variable vs. 
fixed costs, very little of the expenses presented in the SNGH pro fonna constitute duplication of any costs 
which must continue to be incurred by existing liver transplant programs, if a new program is established at 
SNGH. 

Specifically, OCOPN finds that about $165,000 or 8.5% of SNOH's projected year 2 (1998) costs are 
duplicative of costs which must continue to be incumd by existing liver nnsplant programs, if a new 
program is established at SNOH. These estimated duplicative costs amount to about $9,000 per "transplant­
equivalent" patient (a measure of patient volume combining SNOH's projected listings, evaluation~ and 
transplant hospitalizations according to their relative charges) or about $1,000 per "patient'\ counting each 
listing, each evaluation, and each transplant perfonned as a "patient". 

Because the cost and charge standard specific to this application cannot be well addressed, due to the lack of 
meaningful and comparable dala among liver nnsplant programs, it is relevant to note SNGH's superior 
overall perfonnance with respect to net revenue and costs. as reponed by the Virginia Health Services Cost 
Review Council and summarized in Table C above. 

It cannot be said that this application demonstrates-or even that it is possible to demonstrate-confonnance 
with the SMFP cost standard for the proposed liver transplant service. However9 the balance of evidence 
indicates that the proposed SNGH program would meet the cost standard, if adequate data for assessment 
were available. The DCOPN analysis also finds that duplictlliw costs embodied in this project (with some 
uncenainty as to the e~ent of duplicative physician s~rvicts costs, which are not within the SNQH project 
costs) are not large by any comparative standard. 

Oyalit\'; 
$MFP StRndRrdsi 

A. Minimum Utilizadoa. 

1. Proposals to establish, espaad, or replace oraaa traasplantatioa senices should 
demoutrate that a minimum aumber of trauplants •ill be performed annually. The 
minimum aumber required by Ol'laa S)"Stem is: 

Kidney 25 
Heart 12 
Bea111Laa1 ll 
Liver ll 
Pancreas 12 

TBASSPLANT PRQGBAM VOLllMES IN VIBGINJA-1988-1995 

Before applying the minimum utilization standard to review of the proposed liver transplant program at 
SNGH. useful perspective-including tht dtgr-tt to -..·hich tht standard has betn m~t o,. hils not been met by 
existing t1'ansplanr. prOf"Dms in Jli,.ginia-can be gained from examining the trends in volume and 
distribution of activity among the various transplant programs now existing in Virginia.. includmg those 
already established at SNGH. 
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Table 2 anached shows the details of this infonnation for each Virginia transplant program and provides 
total statewide and nationwide transplant volume for each organ system for each year 1988-1995. Table 2 
also provides the following statistics for each organ system: 

• Average annual volume per Virginia transplant program in each year (among those programs 
which perfonned any transplants in that year). 

• Average annual rate of change in volume, by program, statewide total, and nationwide total. 
• SNGH transplant volume as a percent of statewide volume in each year. 
• Virginia transplant volume as a percent of nationwide volume in each year. 

The infonnation in anached Table 2 is summarized in the following table: 

Table F 
SUMMARY DATA ON VIRGINIA SOUD-ORGAN TRANSPLANT PROGRAMS-1911-1995 

Type of No. of ! No. of Total . Total Avg. ; Avg. SMFP Min. ~ Cumu. Yrs. of 
Ann. Vol. 1 Prog,..m 
Standard l Exinnce• 

SNGH 
Votume 

1995 
Transplant Programs j Programs Transplants l Transplants Program Vol. i Program 

Kidney 
Heart 

1988 l 1995 1988 1995 (11t yr. with j Volume 
(or 1St yr.) 1 (or 1st yr.). usable data•) i 1995 

3 6 116 201 39 34 
1 <SMFP Std. 

25 
12 ~ 

4of34 
21 of47 

Lung 
Heart·Lung 
Pancreas 

3 7 82 72 27 ! 10 
1 5 3 28 3 .!:. 7 
2 3 2 1 1 1 
1 3 1 19 5 6 

whut.-fung ~ 
12 i 
12 

wJhrt . .Ju:;!:l 
22 of26 
12 of 12 
Oof18 

35 
13 
4 
1 

not appl. 
not appl. Liver 2 3 22 129 18 43 12 

Total 12 : 27 226 ~50 19 17 not appl. 59 or 137 53 
Sour:e: Sas1c dlta ~m Ta~le 2.1ttiC,.\ecl. AdditiOnal catcu:attOI'IS lrf VDH DCOPN. 
•Note ExcJud1,g program start-up years. which arw usually ;»artial years. 

Transolant Proaram Volymc Trends and Djstribyrion. Table 2 attached and Table F above suppon the 
fo I lowing obser\'ations: 

Kjdne,· Transplants. Kidney transplants are by far the most frequent solid-organ transplant procedure 
in Virginia. Kidney transplants increased nearly 75% in Virginia from 1988 to 1995. However, due to 
the emergence of new providers, t11111'Dge annual volume P'' lcidney transplant p1'ogram in Virginia 
was lower in 1995 than in 1988. Nonetheless, all kidney transplant programs in Virginia, except 
Roanoke Memorial, had 1995 volume well above the Sptc: Mcdjcal Eaeilitjcs Plan (SMFP) minimum 
annual volume standard of 25. 

From 1988 through 1995, there were 34 "program-yean" (a program-year means one program in 
operation for one year) of kidney transplant activity in Virsinia. excluding program stan-up years. In 
four ( 12%•) of these (post stan-up) program-years, volume was k/ow the SMFP standard of minimum 
annual volume. · 

Heart Transplants. Heart transplants in Virginia are less than 400~ as numerous as kidney 
transplants, and their number has been essentially constant. Yet. Virginia has more programs (Se\ en) 
for hean transplants than for any other organ system. (One program, McGuire VA Medical Center. 
ser\'eS a restricted population.) There were only three hean transplant programs in Virginia in 1988 
(Fairfa.x. McGuire, and MCVH). Since 1990 there have been seven, including SNGH. UVA Hosp1t.als 
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started its bean transplant program in 1989, and by 1991 UV AH had become the largest program in the 
state and remains so today. 

Reflecting the substantial increase from 1988 to 1995 in the number of heart transplant programs in 
Virginia, l1\lerage annual vo/wnt per program has dec:rased sharply. In 1995, heart transplant volume 
at Fairfa.~ UV A Hospitals, McGuire VA. and SNGH equaled or exceeded the SMFP minimum annual 
volume standard of 12. while MCVH. Children's Hospital of the Kings Daughters, and Henrico 
Doctors were below the SMFP standard of minimum annual volume. Average annual volume per 
hean transplant program in Virginia ranged from 10 to 13 dwing the last three data years, essentially 
matching but not exceeding the SMFP standard of minimum annual volume. 

From 1988 through 1995, there were 47 program-years of heart U"ansplant activity in Virginia. 
excluding program start-up years. In 21 (47%) of these (post start·up) program-years, volume was 
below the SMFP standard of minimum annual volume. 

Lunr Transplantl. The first lung transplant program in Virginia appeared at UV A Hospitals in 1990. 
Two years later there were five lung transplant programs in Virginia. ihe number today, which includes 
SNGH. Among these five programs, only UV AH has ever had more than six lung transplants in a 
single (calendar) year (through 1995). The annual number of lung transplants in Virginia increased 
sharply after the UV AH program was eitablished in 1990. However, in the last four calendar years, 
the total number of lung transplants statewide appears to have stabilized between 25 and 30, and the 
a't:erage annual volume per program has stabilized around six. The SMFP provides no standard of 
minimum annual volume specitical!y for lung transplants, which are included with hean-lung 
transplants below. 

Hcan-Lunr Transplants. There are four heart-lung transplant programs in Virginia (UV AH, 
McGuire VA. MCVH, and SNQH). However, heart-lung transplants are very rare. No more than four 
were perfonned in Virginia in any year from 1988 to 1995. For application of a standard of minimum 
annual ... ·olume, lung transplants and hean-lung transplants are combined. 

From 1988 through 1995, there were 26 program-years of lung and heart-lung transplant activity in 
Virginia. excluding program SWt-up years. Jn 22 (85%) of these years, volume was below the SMFP 
standard of minimum &Mual volume. 

Pancrcg TrpuplapiJ. Before 1992, UV A Hospitals was the only provider of pancreas transplants in 
Virginia In 1992, Fairfax Hospital established a pancreas transplant program, as did MCV Hospitals. 
although MCVH's first pancreas nnsplant did not occur until 1993. Presumably as a result of the new 
programs, neither UV AH nor either of the other two Virginia pancreas transplant programs ever 
achieved (through 1995) the SMFP minimum annual volume standard of 12. However, Virginia and 
the nation have experienced a high rate of increase in the annual volume of pancreas transplants. If 
continued. and if no new programs are established in Virgini~ the rate of increase in pancreas 
transplants would bring one or more of the Virginia programs up to the SMFP standard. 

From 1988 through 1995, there were 12 program-years of pancreas transplant activity in Virginia. 
excluding program start-up years. In all program-years, volume was below the SMFP standard of 
minimum annual "olume. 
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Ljvcr Transplants. In 1988, MCVH perfonned a moderate volume (21) of liver transplants and 
accounted for all but one of the liver transplants performed in Virginia. In the same year, UV AH 
established a liver transplant program, and within two years UV AH greatly surpassed MCVH's 
volume. Still, MCVH's liver transplant volume remained well above the SMFP minimum annual 
volume standard of 12. Although Henrico Doctors Hospital performed liver D'anSplants during the 
single year of 1991, for all practical purposes there were only two liver transplant programs in Virginia 
until 1992, when Fairfax Hospital established one. 

There remain only three liver transplant programs in Virginia today. Yet. the liver is the second most 
commonly transplanted organ in Virginia and nationwide. Nationwide. the annual volume of liver 
transplants has been increasing about nine percent per year, and in Virginia about 16% per year. In 
Virginia, the annual volume of liver transplants has been increasing more rapidly than that of any other 
organ system being transplanted, except the pancreas. Each existing liver transplant program in 
Virginia is performing at least three times the SMFP minimum annual volume standard of 12., 

From 1988 through 1995, there were 18 program-years of liver transplant activity in Virginia. 
excluding program start-up years. In none of these (post stan-up) program-years was liver transplant 
volume below the SMFP standard of minimum annual volume. This is the highest rate of compliance 
with the SMFP standard of any of the five organ systems for which the SMFP provides a standard of 
minimum annual volume per transplant program. 

Transplant Pro:rams at SNGH. The following highlights transplant program experience at SNGH 
from 1988 to 1995: 

Kidney. From 1988 through 1990. SNGH had the largest kidney transplant program in Virginia. 
Since then, SNGH's annual volume has declined only slightly, but SNGH's share of the state total 
declined from 43% to 20% betv•een 1988 and 1995, u new providers (Roanoke Memorial. 
Fairfax, and Henrico Doctors) emerged. 

Heart. SNGH began their hcan transplant program in 1989, as did Henrico Doctors and WAH. 
Since inception of their program. SNGH has experienced annual heart transplant volume 
generally approximating the SMFP minimum annual volume standard of 12. 

Lua1. Like all other lung transplant programs in Virginia, except UV AH .. SNGH has performed 
only a handful of lung transplants each year. For application of a standard of minimum annual 
volume, luns transplants and hean-lung transplants are combined. 

Hean-Luaa. Like all three other hean-luns U'lnSplant programs in Virsinia.. SNGH has 
perfonned a very minimal number of these transplanu. SNOH has performed two to four lung 
and heart-lung transplants combined. each year, well below the SMFP minimum annual volume 
standard of 12. 

Pancreas. SNOH does not have a pancreas transplant program. although nationwide pancreas 
transplanu are slightly more numerous than lung transplants and about eleven times as numerous 
as hean-tung transplants. 
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Liver. Establishment of a liver transplant program at SNGH is the subject of this COPN 
application. lfSNGH had a liver transplant program which drew SNGH's 1995 share (17.6%) of 
statewide kidney and heart transplants, annual liver nnsplant volume at SNGH would be 
approximately 25, or about twice the SMFP minimum annual volume SW'Idard of 12. 

Summary of SNGH Trauplaat Experience. SNGH is a well-established and experienced 
provide.r of transplant services. In 1988, SNOH 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 orpn transplanted at SNOH. Heart, lung. and heart-lung transplant 
services were added at SNGH from 1989 through 1993. In 1995, SNOH was founh in total 
volume among the eipt Virsinia hospitals offering transplant services for one or more organs. 
From 1988 to 1995, SNOH's annual transplant volume fint increased and then declined back to 
about the 1988 level. During the same period. total statewide transplant volume more than 
doubled, reflecting the addition of a number of new transplant programs at other Virginia 
hospitals. 

Summary of Transplant Pro:ram Experience jn Vjrzjaja-1988:1995. In 1988, there were 11 solid­
organ transplant programs in five Virginia hospitals covering five organ systems. In 1995, there were 27 
trcd'lsplant programs in eight Virginia hospitals covering six orpn systems. The total number of transplants 
perfonned in Virginia hospitals doubled from 1918 to 1995, while total U.S. hnsplant volume increased 
about 60%. Four hundred fifty transplants of six organ systems were perfonned in Virginia facilities in 
1995. (See Table F above and attached Table 2.) 

In 191!, MCVH was by far the largest provider of transplants in Virginia. At that time. MCVH had three 
transplant programs (kidney, heart, and liver) and had twice the transplant volume of SNGH and four times 
the volume of UV AH. In 192.i, UV AH was by far the largest provider of transplants, with six programs 
and about 70% more volume than MCVH or fairfax Hospital, the next two highest-volume transplant 
facilities. 

Current transplant volumes and rates of increase in volume differ considerably amons the six solid-organ 
systems being transplanted in Virginia. Liver transplants are the second most numerous type {after 
kidneys), with l SS in Vqinia in 1996. Among the six orpn systems. liver transplants have shown the 
highest rate of incrase in annual volume in VirginiL In spite of the comparatively high volume of liver 
transplants and the high rate of increase in volume. there are only three liver nnsplant programs in the 
state. This compares with six kidney transplant programs and seven han nnsplant prosrazns. In 1996, the 
average annual volume of the three liver transplant propwns in Virginia was 52. more than four times the 
SMFP minimum utilization standard. 

All Virginia solicknpn transplant programs combined had 137 program-yean of operation &om 1988 
through 1995. excluding program st.an·up years and viewing luna and han-lung programs together. ln 59 
{43%) of these program-years. transplant volume wu below the SMFP SWldard of minimum annual 
vo\ume. Every Virginia pro,·ider of transplant services hu had several program-years of operation below 
the SMFP standard of minimum annual volume for one or more of the organ systems transplanted there. 

However, after the start-up year, Jl.QS of the three lim transplant programs in Virginia has operated below 
the SMFP minimum annual \"Oiume standard of 12. In 1996 (see Table 0 below). each of the three existing 
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liver transplant programs perfonned at least three times the SMFP's (and HCFA's) standard of minimum 
annual volume for a liver transplant program. 

PBOJICTID l1IJLIZADON OF A LMR IRANSPLMT PRQGRAM AT SNGR 

Assessment of the application's conformance with the SMFP's minimum utilization standard of 12 liver 
transplants per year (page 9) involves at least three questions: 

• How likely is the proposed liver U'lnSplant program to meet the minimum utilization standard in 
the first year, or at least soon, after establishment of the program? 

• If the proposed program may not meet the minimum utilization standard in the first ~ar, but is 
likely to meet the standard in the second or third year, is a possible shortfall in the first year a 
significant consideration? 

• How great and how cenain is the presumed relationship between program volume and quality of 
outcomes, since this presumed relationship is the basis for the standard? If there seems a 
reasonable probability that the minimum utilization standard will not quite be met in the fim or 
subsequent years, is this an overwhelmingly negative factor in assessment. or only one of many 
considerations? Similarly, if the minimum utilization standard seems likely to be met. but just 
barely so. is this a basis for only a qualified or weak endorsement of the application. 

Lttilization of a liver transplant program at SNGH would depend upon these factors: 

• The incidence or rate of liver transplants \\ithin the population from which SNGH may draw 
patients. 

• SNGH's ability to attract liver transplant cases arising within the population of SNGH's potential 
service area for liver transplantation. 

• SNGH's ability to attract liver transplant cases ftom the population outside SNGH's potential 
service area for li\'er transplantation. 

The lnc;jdcncc or Bate of Liver Transplants Wjthjn the Papulatjgn. Available evidence on this point 
includes the following: 

I. The EVHSA staff repon states: 

., 

Information provided by the University of Varginia for calendar year 1996 shows that its 
program did 29 transplants (as of 9130196) of which 5 (17 .2%) were from HSA V, and 
information provided by the Medical College of Varginia indicates it did 51 transplants in 1996 
(as of 10122196) of whiCh 18 (35'1•) were from HSA V. Thus. in 1996 a total of 23 HSA V 
patients had liver transplants at MCV and UVA combined. 

The application states: 

.... There are approximately 25-30 adult patients (within the Center's primary marttet) that 
Sentara physicians refer out of the region and/or state for liver transplants each year. Based 
on information fumished by MCV's liver tr~nsplant program. there are also a significant number 
of patients referred to their center by Hampton Roads physicians who do not practtce at 
Sentara. 
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On an annual blsis. SNGH physicians who hive committed to suppcl1 the SNGH program 
refer 25 to 30 patients to MCV for liver transplants. SNGH believes that there is a substantial 
number of patients referred outside of the region by other area physicians who would obtain 
liver transplant services in the area if they were available. 

The projection of annual liver transplant VOlumes of 25-30 patients was based on estimates 
from the gastroenterologists. This group estimated how many patients each physician referred 
fr~m their pradice for liver transplants. These individual physician estimates were summed to 
arrive at the projected annual liver transplant volumes. The pro forma volume estimates of six 
transplants in the first year, twelve in the second year. and fifteen in the third year of program 
implementation were conservative based on the expectation that any new transplant program 
must develop its waiting list. as well as its physician referral pattems. 

3. The applicanfs responses to completeness questions stated: 

A July 18, 1996 letter written by Or. Mitchell L. Shiffman [Medical Oiredor, Uver Transplant 
Program, MCVH] to all gastroenterologists in the Tidewater Medical Community indicates 112 
patients have been referred to MCV from the Tidewater area [definition of Tidewater area not 
indicated} in the last three years. Of these 112 patients. 35 were tr.nsplanted. Thus. 
according to Or. Shiffman's data. MCV transplants 12 patients per year from the Tidewater 
region. Physicians have estimated an additional five patients are transplanted annually at 
L•VA. There :re also patients referred to centers such as Pittsburgh, but the number of 
patients referTed to center$ outside the state was not available from the physicians. 

4 The applicanfs responses to completeness questions funher stated: 

Data provided by the UNOS Research Department indicates 18 patients ~m the SNGH 
primary service area pdentifted in the application as most of PC 20. southside Hampton Roads] 
received liver transplants in 1994, and 21 patients received transplants in 1995. Of these 21 
patients pn 1995), only ten were transplanted in UNOS Region 11 (VA. NC. SC. KY. TN). Data 
identifying the facilities at which the transplants were performed is privileged informatjon and is 
not available from UNOS .... This data was compiled from the zip codes of patients whose 
records were submitted to the UNOS registry. The R-arch Department indicated that not all 
patients in the registry had zip COde data submitted. 

S. Nationwide in 1994 there were 3.652 liver transplants (see aaached Table 2) or about 14 per 
million U.S. population. Since this rate has been increasing recently about eisht percent per year, 
the 1991 rate of liver transplants can be estimated at approximately 17 per million population. As 
shown in Table B above, SNQH•s potential ser'\'ice area for liver transplantation encompasses a 
population of approximately 1.7 million. Applying the estimated liver transplant nte of 17 per 
million population to the SNGH service-area population of 1.7 million yields an estimated 1997 
rate of29liver transplants per year from the population of SNGH's potential service area for li,·er 
transplantation. 

These fi\'e items of infonnation are gtntral(v consistent, but not entirely so. They differ with respect to 
identification of geographic areas and with respect to .. refenals., vs. actual transplants. The fim item 
quoted above refers to HSA V. HSA V includes the Nonhem Neck and Middle Peninsula, whose 
approximately 130.000 residents are far more likely to use Richmond hospitals than hospitals in the Norfolk 
area. The second item quoted above spe~ of Stmara physicians "refening ... 25-30 (adult) patients per 
year from the Center's primary marut arta (stated in the application to be southside Hampton Roads. most 
of PO 20). plus non-Sentara physicians refen-ing an unspecified number of others. The geography is clear. 
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but the total number is unstated. More important. "refemsls" do not equal transplants and apparently are 
much greater in number than uansplants. 

The third item quoted above refers to actual transplants, rather than just referrals. Dr. Schiffman's reference 
to "Tidewater" was later clarified to mean an area comprising .95 zip codes (2JJXX through 237XX). 
Based on a map provided, these zip codes appear to cover all of PO 20 except Southampton County, all of 
PD 21 except Williamsburg and James City County, and all of PO 22 (Virginia eastern shore). Dr. 
Schiffman's statement establishes a minimum (only those performed at MCVH) of 12 liver transplants per 
year among "Tidewater" residents. Additional infonnation in this item suggests the full number of 
transplants (at all facilities) per year of"Tidewater" residents is considerably higher, perhaps twice as great 
as the 12 performed at MCVH, reponed by Dr. Schiffman. 

The data in the founh item quoted above is based on incomplete zip code identification of patients. The 
degree of data incompleteness is unknown but could be significant This item establishes a minimum of 18· 
21 liver transplants per year among "SNGH service-area" residents, but "SNOH service area" is not defined 
in this case. In view of the incomplete zip code data. thefu// number may be 25·30 (11 olllsid~ of UNOS 
Region 11. plus a presumed 12 at MCVH, plus five or so at UVAH. plus a possible few at Duke, Fairfax. or 
other facilities within UNOS Region 11 ). 

The fifth item above is straightforward but speculative, since it applies nationwide experience to a condition 
that may have large regional variations. This item establishes 29 transplants per year from SNGH's 
potential service area for liver transplantation. 

S'SGH's Ability tg Attract C.sa Arisinr within tbcjr Potential Scnicc Ana. Patients regularly travel 
outside their state or their region of the state for high· level medical services. Accordingly, the number of 
transplants perfonned by t7'ansplant provams in Virginia does not match perfectly the number of 
transplants perfonned on th~ pofJIJlation of Virginia. Nonethel~ historical trends in volume at Virginia's 
three e~isting liver transplant programs provide insight into the ease or difficulty SNOH might have in 
achieving adequate "·olume in the next several years. 

Table G 
NUMBER OF UVER TRANSPLANTS AT VIRGINIA FACIUTIES AND U.S. TOTAL 

Year MCVH UVAH MC+UV Pr:t Cltg. Fairfax Total VA Pt:t. Chg. Total US Pet. Chg. 

1988 21 1 22 - Noprog. 22 - 1,713 -
1989 18 17 35 5K Noprog. 35 5I% 2.201 28% 
1990 16 54 70 1~ Noprog. 70 1~ 2.690 22% 
1991 27 !1 78 "" Noprog. 71 "" 2.954 10% 

1992 31 36 67 ·14" • 71 ·"' 3.064 4% 
1993 37 66 103 54" 14 117 ~ 3 .... 0 12% 
1994 33 62 95 ·"' 18 113 -a 3.852 !% 
1995 39 !3 92 .... " 37 129 14" NAV NAV 

1996 (pre!.) 66 37 103 1~ 53 158 21" NAV NAV 

Average 32 42 74 21% 25 a 21% - 13% 

Sources (1) Transplant volumeS far 18U-11ti& from T_... 10 ana t56. 111J AftnLIII Rtpgn pf Jhl Omtl"' Pmcu!l!!!!m '"'0 
Tranlpla,.•atiQI"' Ntswp!'!s, UNOS (2) Data for 1185 iS fn:lrn the Vqcnia Tranaolant Councd (,.......,Maret\ 1186). (3) Oata for ~996 •s 

prelttn•nary aat1 from the Vugirlia Transplant Council. <•> ~'! • Ut8 nat IVaUbte. 

Table G shows that t~e Fairfax program has experienced very substantial and consistent growth since tt ""as 
established in 1992. However, volume at MCVH and University of Virginia Hospitals (UV AH) combmed 
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has sh0\\11 only moderate and inconsistent growth since 1991, averaging about six percent per year from 
1991 to 1996. Recent growth in the total US volume of liver transplants was about eight percent per year 
from 1991 to 1994. The relatively modest average annual growth rate of liver dona/ions in Virginia, about 
five percent per year (data not shown hereh and the moderate average annual srowth rate of liver 
transplants at the two programs closest to SNOH. sugest that underlying trends in poW'lh of liver 
transplant activity cannot be relied upon as a major force to spur rapid powth in utilization at SNGH. 

This data indicates that. if SNGH is to achieve more than minimal liver 1n1n5plant volume in the next 
several yean, men of that volume would have to come ftom reducins the current volume of existing liver 
transplant programs., presumably mainly those closest-MCVH and UV AH, especially MCVH. The 
possible adverse effects ofSNGH diversion of volume from MCVH are noted elsewhere in this review. 

In addition to possible adverse effects on existing liver nnsplant programs by divmion of their volume to 
SNGH. there is the question of SNGH's ability to diven volume from well-established programs, especially 
MCVH. The MCVH liver transplant program is one of the fim three in the nation and apparently enjoys an 
excellent reputation and good outcome statistics. The MCVH program is recognized by a number of large 
health care payers and showed a sharp gain in volume in 1996 (see Table Ci above). MCVH physician 
specialists have long-established referral relationships with physicians all around the state, perhaps 
especially in nonhside Hampton Roads (PD 21 ). These referral relationships are strengthened by the fact 
that many physicians in Virginia received their undergradua~~ or paduate medical education at MCV. 

On the other hand, SNGH and its parent Sentara are dominant health care entities in a metropolitan region 
~o.~f approximately 1.6 miJiion people, with affiliated or owned hospitals and o1her facilities stretching from 
\ViiJiamsburg to Virginia Beach. As described previously, SNGH is a well-established provider of 
transplant services in general. The Eastem Virginia Medical School, with which Sentara is closely linked. 
cannot compare in volume of graduates or national recognition with MCV. but the presence ofEVMS and 
the growing ranks of graduates from EVMS's medical school and residency programs strengthen the 
likelihood that community physicians throughout eastern Virginia and northeastern Nonh Carolina will 
refer patients to specialist physicians practicing at SNGH. 

All these considerations of history, geography, and national reputation suggest there is little prospect of 
SNGH soon approaching the volume of liver cn.nsplants now perfonned at MCVH. At the same time, these 
considerations also suggest that SNGH has Jood reason 10 expect to attract. over time, a majority of liver 
transplant patients residing in the pater Hampton Roads and immediately adjacent areas. The evidence 
presen~ed here suggests this number would be Ql I~GStlO.l5 patients per year. within the first few years. 

SSGH's Abilit)· to AUract Cpa Cmm Outside the Normal Scaia Am. Liver transplantation is not 
an especially new activity of medical practice, and refenal relationships for liver transplants are presumably 
well established by now. SNGH is not blessed with any panicular locational advantages relative to a 
statewide. multi-state, or nationwide market More important. SNCiH is not pan of an academic medical 
center with national prominence in nnsplantation or reWed areas of medical practice and research. 
Aggressi\·e marketing and pricing with health we payers or the recruitment of an especially prominent 
liver transplant surgeon could give SNOH drawin& power beyond its nonnal tertiary-care service area. 

Ho"e\'~r. on balance it must be assumed that SNGH's liver uansplant \'Oiume will depend almost entirely 
on S~GH's ability to draw patients from its potential liver transplant service area of Hampton Roads. plus 
the Virginia eastern shore and nonheastem Non.h Carolina. lfSNGH provided all liver transplants received 
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by the population of this area., but had no inflow of liver transplant patients from other areas, SNOH would 
provide about 30 liver transplants per year, based on the current nationwide rate of liver transplantation. 

Symman of Findinas and Cgnclysjons Re:anljnz Pmjec:tcd Utilization of a Ljvcr Transplant 
Prorram at SNGH. It seems relatively late in the evolution of transplant services to be establishing a liver 
transplant program now. While the volume of liver transplants is growing more rapidly than the volume of 
other transplant services in Virginia. a disproportionate share of that growth is attributable to Fairfax 
Hospital, rather than MCVH and UV AH. from whose potential future caseload SNOH would be expected to 
draw more than half its liver tranSplant patients. 

Nonetheless. various pieces of evidence reviewed above suggest that SNGH could be expected to provide at 
least 1 0·1 5 liver transplants per year, after allowing time for establishment of physician referral 
relationships and development of a list of patients waiting for organs. As noted above in the review of 
statewide transplant activity, if SNQH's liver transplant service were to attract the same 17.6% share that 
SNGH had in 1995 of statewide kidney and heart transplants combined, SNQH would perfonn about 25 
liver transplants per year. 

The project is judged to be very unlikely to meet the SMFP minimum annual volume standard of 12 within 
the first year, but judged likely to meet the standard within two or three years. 

'· ' -
THt RELATIOSSHIP BETWEEN VOLUME OF TRANSPLAA7S AND OUTCOI\{ES IN LIYER 
IRA, '-SPL A. '1" PROGR_!e~fS 

It is widely accepted that for complex surgical procedures there is a favorable relationship between surgical 
volume and surgical outcomes at a facility. That is. higher volume of a procedure at a facility is associated 
with bener outcomes for the patients who have undergone the procedure there. This accords with the 
common-sense wisdom that .. practice makes perfect", and it is an imponant concern of this project re\:iew. 
Howe\"er, the existence of a volume-outcome relationship s~cific to Ji,·er transplantation must be verified, 
and the nature and magnitude of the relationship must be investigated. 

It should also be observed that. to the extent there is an association between higher volume and bener 
outcomes at a facility, causation may run from quality to volume, as well as or instead of causation running 
only from volume to quality. Favorable outcome experience for a panicular kind of complex surgery at a 
panicular hospital-or just a hospital's good reputation in general-may lead to higher volumes of the 
complex surgel')· being performed at that (already good) hospital. 

Also. in assessing the likely quality of a new program of complex surgery at a hospital, there is reason to 
consider that hospital's OYerall quality experience, to the extent it can be assessed, as well as considering 
the I ike ly volume of cases for the new program of complex surgery. By the same token. the rate of gT'O\\th 

of the new program will likely be affected by the hospital's overall quality reputation, as well as by more 
tangible factors relating to the size of the service area and the incidence of need for the procedure within the 
service-area population. 

Regardless of the extent to which quality promotes volume or volume promotes quality, data relating 
volume of cases and quality of outcomes, by hospital. for liver uansplants has been produced by the United 
Net\'·od~ for Organ Sharing (UNOS) as pan of its contract with the Division of Organ Transplantation. 
Health Resources and Sel'\:ices Administration. US Department of Health and Human Services (USOHHS) 
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The data to be discussed here was prepared by Erick B. Edwards, Ph.D., ChiefBiostatistician ofUNOS. and 
was published in 1995 as Summaey gf 1994 Repga of Cenrcr-Spccjfic Graft and Patient Syryiyal Rates 

Attached to this project review are two data tables (Table 3 and Table 4), prepared by the Division of 
Certificate of Public Need, which display Mr. Edwards' data and provide various statistical summaries of it. 

Explanation of the UNOS J 994 Ccntcr-Specjfic Data. Before discussing conclusions that may be drawn 
from the UNOS data displayed in Table 3 and Table 4 attached to this report. several key points about the 
data should be noted: 

1. Volumes shown are not annual volumes. They are the numbers of transplants during the period 
October 1 1 987 thmu1h Desembcr 3 1 1 99 1 . The 1987 beginning date is when UNOS became 
responsible, under contract with USDHHS. for collecting data on all orpn transplants perfonned 
within the United States. The 1991 ending date for the data set was necessary to provide time for 
the required follow-ups to detennine patient status and then process, analyze, and publish the data. 

Thus. the data shown in attached Table 3 and Table 4 covers a period of 4-1/4 years. For those 
programs in operation during the whole period. avrragr annual volume ~ould be computed by 
dividing the reponed number of transplants by 4-1/4. However, many of the programs shown 
were not in operation the whole period. Accordingly, the number of transplants is a valid 
indicator of the cumulative experience of a program but not in every case .. valid measure of the 
annual experience of a program. 

2. The ~urvival data shown relates to the survival of the graft, that is the transplanted organ, which is 
not the same as the survival of the patient. If the original graft fails, the patient may be 
retransplanted and survive. However, graft survival is a commonly used measure of transplant 
outcomes and is highly correlated with patient survival. Also, the graft survival statistic reflects 
the rate of re·transplantation, which it is desirable to minimize. 

3. Most important, two measures of survival are reported in the referenced UNOS report. First is the 
actual survival percentage for each program. Second is the "u~ct~d"' survival percentage for 
each program. computed by Or. Edwards of UNOS. Computation of the expected survival 
percentage for a prosram took into account the effect on graft survival of several "covariates" (the 
year of transplant and several specified donor tlfld recipient conditions) as they were represented 
in that program's transplant cue load. 

The impact on graft survival of each covariate was statistically estimated by Mr. Edwards from 
analysis of the overall national data. The statistically estimated impact of each factor was then 
applied to each transplant case to obtain the expectation (probability) of survival for that 
transplant The statistically estimated survival probability for each transplant was then summed 
across a program's case load to obtain the overall apect~d graf: survival percentage for that 
program. 

Thus. a program's expected survival percentage is just the overall national survival experience for 
transplant cases with thr .uvnr year of transplant IZNi samr specified donor and reczpient 
characteristics as represe.nted in this program's transplant caseload. A program's r:xpected 
survival percentage is based entirely on the characteristics of the program's transplant ca.ses and 
excludes any considmttiori ofthe characteristics of the facility'sprovam of care. 
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4. Dr. Edwards then compared a program's acrUQ/ survival percentage with its expected survival 
percentage and calculated the "statistical significance" of the difference, i.e., the probability that 
the observed difference between actual and expected survival percentages represented a true 
difference, rather than random or chance variation. The "p" value is the customary measure of 
statistical significance. Its inverse, "1-p''. is more readily interpretable. "1-p'' represents the 
probability that the observed difference reflects a 1n11 difference and one which is in the direction 
indicated. 

For example, University of Pittsburgh-Presbyterian Hospital has an observed difference of 2.4 
percentage points of actual survival exceeding expected survival. This difference is not large. but 
because it is based on so many cases ( 1705), it is highly statistically significant. The observed 
difference between actual and expected survival for Presbyterian Hospital has a 990/o probability 
of being a true difference, rather than the result of random variation in the data. In comparison. 
LeBonheur Children's Hospital of Memphis has an identical observed difference (2.4 percentage 
points actual over expected survival). However, this difference is based on many fewer eases, 11. 
Its probability of being a true difference, rather than the result of random variation in the data. is 
only 14°/o (so that there is an 86% probability that the true difference is 0 or in the other 
direction.) 

5. To assess the practical importance of these results for real-world decision making. it is necessary 
to consider both the mognitud1 of the observed difference between a program's actual and 
expected surv!·1al percentages and the statistical significanct of the difference (i.e .• the :;:robability 
that the observed difference is true and not just random variation). One way of combining both 
measures is to multiply a program's obsert·ed difference between actual and expected survival by 
the probability (1-p) of that difference. The final column of Anached Table 3 provides such a 
calculation. In this manner, a large difference based on few observations is given the same weight 
as a small difference based on many observations. Also, results are not discarded merely because 
they fail to meet arbitrary standards of statistical significance customarily used in academic work 
(such asp< .OS or p < .01 ). 

Anah·sjs of the UNOS 1994 Ccntcr-Spcc;iDs Data. DCOPN's analysis of the UNOS data presented in the 
attached tables offers the following findings and conclusions: 

1. When the 88 liver transplant programs in the UNOS repon are anayed according to volume of 
li'~' transplanu during the 4-1/4 year data period (as in attached Table 3). it is visually apparent 
that both posith·t perfonnances (i.e., actual survival f"laJtr than expected) and ntgari .... ·e 
perfonnances (i.e., «tual survival/us than expected) are distributed throughout the list. There is 
no visually obvious clustering of positive or negative perfonnances anywhere along the range of 
liver transplant volumes. A comparison of survival percentages among five groups of transplant 
programs, grouped according to volume of transplants during the period 10/l/87-12131/91. is 
provided by Table K below. 

2. When the 88 programs are anayed according to their probabiliry-wtighlld dif/t1'ence of actual's. 
e~pected suNival (as in Table H below and in anached Table 4), the following is noted: 
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• Thirty-four programs had a positive probability-weighted difference, i.e .• a higher percentage 
of actual survival than of expected survival. 
0 The median volume of b'ansplants at these "positive" programs, over a period of up to 4-

J/4 ytan, was 63. 
0 Nine of the 34 "positive" programs had 25 gr fewer transplants. ove,. a period of up to 4-

J/4-years. 

• Ten programs had a probability-weighted difference of:e,.o, i.e., no difference between actual 
survival and expected survival. 
0 The median volume of transplants at these "no difference" programs, over a period of up 

to 4-114 years, was S. 
0 Seven of the 10 "no difference" programs had 25 or fewer transplants, ove,. a period of 

up to 4-J/4 years. 

• Forty-four programs had a negative probability-weighted difference, i.e., a lower percentage 
of actual survival than of expected survival. 
0 The median volume of transplants at these "negati,·e" programs, over a period of up to 

.J.J/4 years, was 45. 
0 Seventeen of the 44 "negative" programs had ?5 or r,wer transplants, over a pe,.iod of 

up to 4-J/.J years. 

• Programs with positive differences were less likely to be low-volume (9 of 34 or 26°/o had 15 
or fewer transplants) than were programs with negative differences (17 of 44 or 39o/o had 25 
or fewer transplants). However, programs with low volume were net:ll*ly equally dn-·ided 
between positive and zero differences combined ( 16 low-volume programs in this group) and 
negative differences (17 low-volume programs in this group). 

• These results are summarized in the Table H below. 

TableH 
D1STRIBUT10N OF UVER TRANSPLANT PROGRAMS 

BY PROBABIUTY·WEIGHTED ONE· YEAR GRAFT SURVIVAL PERFORMANCE 
AND VOLUME OF TRANSPLANTS (1011117·12131111) 

Program One-Year Graft Number Median Volume No. of Programa .. Small" Programs 
Survival Petfonnance of Programs of Programs wtth 25 or Fewer As Percent 

(probability-weighted dlff.) (all volumn) in This Group Tranaplanta ( .. amalf") of This Group 
Actual survival > expected 34 63 9 26% 
Actual survival • expected 10 5 7 70% 
Actual survival c expected 44 •s 17 39% 
All programs 88 •5 33 38% 

NOTES: (1) BasiC Clltll taken from Summ.wry gf li94 Rcppn p1 Ctnter.Spcqftc; Grd •nG Ptt•nt SuM!ftl Blfn, Eelwaras. E B. 
UNOS. 1995 (Helttad'led Tabtl •>· (2) Probabillly-wetgtltad IUNNaland medians c:amp~ by VDH. DCOPN. 

3. DCOPN perfonned several simple regression analyses on the arrayed data. with results as shown 
in Table I below. 
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Table/ 
RESULTS OF SIMPLE UNEAR REGRESSION ANALYSIS 

ON UNOS CENTER.SPECIFIC RESULTS FOR UVER TRANSPLANTI-1011117·12131191 

Programs Analyzed 
(center volume u Dependent (Y) Varillble RSquarw Slope Coefficient P-Value Slope 

independent variable) 

~~!.P-~9.'!..~!J~.!l. Actual one-year i~~_J__ .009 .0088 .37 ---·· .0157'- -·-.... ~1'6"''""'"''" Oiff.-actuaJ minus exp. surviVal .03 same 
~ ............. 

Prob.-wgt. diff.~ac:l'rntnus exp. .o..----.0,.5-- - .. -... -:05"'"'""""" same 
~!.!!' .. ;.~ 10 lgst. + _10 sm. (68) Actual one-year;_~~~~ .006 .0210 .53 

.o.-81-- .. --·······--····· same Oiff.-actual minus ezp. survival .0. .1, 
same Prob.-wgt. diff.-act. minus exp. .05 . o535 "--:-ci"'"''',_ ..... 
FaP._~~ .. ~~.tC? .. ~.~~_ns. (.S) Acb:'al one-year .i!!!t su~al .001 .0072 .82 

. 02 
... 

same Oiff.-actual minus up. survival .02~ . .0 -·-········----... 
pn,b.·wgl diff.-ad.'rhinu$ up. same .02 .0255 .32 

NOTES. (1) B111C aata taken from Symmary Qf 1994 Bcppn Qf Ccnttr-Spcqfis Graft tnd PIJ!Cnt Syooytl Bmn. EdWir'OI. E.B .. 
UNOS. 1995. ( ... attaChed Table 3) (2) Re;reuion anatyHS perfotmld by VDH. DCOPN. 

The regression results can be summarized as follows: 

• For each of the ~tree groupi,gs of programs analyzed, actual one-year survival percentages 
showed the smallest relationship with transplant program volume. In each case, transplant 
program volume explained less than one percent of the variation among transplant programs 
in aetual survival percentages. Stronger statistical relationships "ere produced by using the 
difference between actual and expected surviv.al percentages. 

• All nine regressions produced a positive slope coefficient. This means that all nine 
regressions showed a positi\'e relationship between liver transplant program volume and the 
one-year graft survival statistic. That is, the greater the volume at a program, the better the 
survi\'al statistics. 

• All nine regressions showed ave'): smo/1 relationship between transplant program volume 
and one-year graft survi\'al statistics. The strongest result was found in analysis of the 
probability·M·eighted d~rence between actual and expected survi\·al for all programs 
ucluding the ten largest and ten StnQ//est. Even here, transplant program volume explained 
only five ,.rcent of the variation among the programs in the survival statistic. Thcr;fore 
frpm the pmpes;tjvc gfthcse ana!vscs fastga qthcr thqn rrqnspltmt p,.qzrqm yqlumc 
assgyntcd for 9S%a gr more gfthc varjatjgn am goa liver transplant mlt""s jn gnc-vcar pafi 
syD'jYJI fqr ll'lnsplants performed durin& the period 1 0/1/87-1 W 1 19 J 

• Among the three groupings of prognms analyzed, the weakest results were obtained when 
analyzing the group of programs ''ith volumes ranging from.,$ li\·crtransplanxs to 250 lj\er 
transplants (over the 4-1/4 year data period). These weak results show that transplant 
program volume offered essentially no explanation of variation in the survival statistic among 
these 46 programs~ which omined the 31 smallest and the 11 largest. 

0 Of panicular rele\·ance to this COPN review is that this range of progn1m volume 
included the data for MCVH and WAH and would include annual volumes recent!~ 
reponed for MCVH, UV AH. and Fairfa.'< Hospital. This range of program volume 
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would also incl~dc even the lowest level ofvolume projected .,AQ§P.'lcco~ingly, 
this analysis indicates that the likely differences in volume among the applicant and the 
three existing liver transplant programs in Virginia are statistically expected to have 
essentially no bearing on graft survival percentages. 

0 Specifically, using the slope coefficient of .02SS produced by the regression analysis • 
. and assuming SNOH perfonns 50 fewer liver U"ansplants per year than MCVH would 
perfonn in the absence of an SNQH program, this analysis indicates that-strictly on the 
basis of transplant volume-SNOH would be statistically expected to have a one-year 
graft survival percentage which is 1.28 perc~nlagt points lo~r than that of MCVH. 

Sgmmaa of Fjndincs and Conslusions from the 1994 VNOS Ccntcr-Spesifis Data. The analysis 
presented here of the 1994 UNOS center-specific nnsplant data offers the following main points regarding 
a relationship between transplant program volume and transplant graft sur.-ival: 

• When the 88 liver transplant programs included in the UNOS repon are arTayed in order of liver 
17*tmsplant "·olume during the 4-1/4-year data period (as in attached Table 3). there is no visually 
obvious clustering of good or poor-perfonning programs at any place along the array. Programs 
with better-than-expected survival rates and programs with worse-than-expected survival rates are 
found across the entire range of volume. Visual inspection of the data does not show a clear or 
strong relationship between transplant program volume and graft survival percentage. 

• When the 88 programs are arrayed according to their probability-weiglued diff~rtnce of actual vs. 
expected sur•ival (as in attached Table 4), the following is noted: 

0 \Vithin the group of progmns with one-year graft survival beuer than expected, the median 
transplant volume was 63 (over the 4-l/4-year data period.) 

0 \\' ithin the group of programs with one-year graft survival less than expected, the median 
transplant volume was 45 (over the 4-l/4-year data period.) 

0 The 33 programs with 25 or fewer transplants (over the 4-1/4-year data period) were nearly 
equally divided between those with actual SU~"Vival tqUDito or bttter than upecttd ( 16 of 33 
"small,' programs) and those \\ith actw:ll survival/us than upected ( 17 "sman·· programs). 

• A series of simple (one independent variable) repsion analyses per(onned by VDH DCOP~ 
found: 

0 All nine regressions showed a positivt. but wry small statistical relationship be~een 
transplant propam volume and the one-year graft suNival statistic. 

0 Even in the Slr'Ongest case, transplant program volume explained only fivt JHrcent of the 
variation among programs in the one-year graft survival statistic. 

0 The most relevant of the nine resression analyses indicates that SNQH's smaller volume 
would be statistically expected to result in a one-year graft sur.-ival percentage at SNGH 
which is 1.18 perc~nlagt points lowtr than that of MCVH. 

In short. DCOPN"s analysis of the 1994 UNOS center-specific data for liver transplant programs found that 
there is a statistical relationship between liver transplant program volume and the one-year graft sut"\ tva I 
percentage. However. the relationship is so small-and for many of the analyses. so uncenain--that the 
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volume-outcome relationship is of doubtful practical significance. It appears that liver transplant program 
volume explains, at most. only foe percent of variation in nnsplant graft survival among programs. 
Therefore wbiJe trJDSp)aot yolume eannpt be disreaardccf jn C:QD$jdcrioe tbjs applit:atiQD. Dther fizctQ,.S 
ulqted tq the qperqrjqn Qfthe rnmmlant m:PVQm wj/1 hqvc (qr more cfkct jrr dflcwjrriv vd wry;yql 

The conclusions offered above, usening a very limited volume-outcome relationship for liver transplant 
programs, are fully consistent with the analysis and conclusions of Mr. Edwards of UNOS and his ce> 
investigators, who examined the effect of transplant program volume on graft survival for all kidney. liver, 
heart. and pancreas trmtsplants perfonned during the 27-monlh period October 1. 1987-December 31, 1989. 
In •'Effect of Center Size and Patient-Mix Covariates on Transplant Center-Specific Patient and Graft 
Survival in the United States" <Imnsplanqtjon Proeadin&s, Vol. lS, No. 1, Febnwy, 1993, pp. 1318· 
1320), Mr. Edwards et al stated: 

also: 

To examine the impad of center volume on graft and patient IUMval, we divided the centers into five 
quintiles based upon center volume .••. For aU organ transplants other than kidneys. !here wu a dear center 
saze effect. with the centers of the smallest Powest·vclume] quintileS havinQ signiftclntty leu good outcomes 
(2.0 to 3.5 times more likely for a graft to fail thin in the reference fOUt1h [next-to-highest-volume] quintile) 
than centers in the other quintiles. It should bt noted tbl1 tbnt Dgwnt-yQfume quintilcl cente'J b1d flw 
t@nlplants-fCWfr than 6 fivl[l g he101 pr 4 P'Oqll$11 QYI[ tne 27.mpntn ptripd qf the study (e~siS 

added) The largest liver transplant centers h8d a [statistically} significantly bder outcome than the smaller 
centers. and there was trend in this direction for pancru~ transplant centers. There was little other evidence 
of a substantial center size effect in centers of the four largest q&antiles. 

Our results indicate that a large fraction of the variation in center-specific rates is due to c:hlnce alone. Even 
with numbers of procedures on the order of 500. centers with the ume real success rate rniY have obseNed 
success rates that vary over a ran;e of at least 7% •••• 

It has been suggested that center volume itsetf directly affects center success rates. with better results in the 
more experienced. larger centers. Our data suggest that this effed may be overestimated. We did find an 
excess risk of grd loss in the smallest liver, thorac:ic. and pancrqs centn ranging from 2.0 tc 3.5 times 
that in the reference four1tl [next-10-highest-votume] Quintile. Hqwtycr that rsmalfcltl cemera wen: small 
iDdftd caeb hayjng P'rformcd flwlr tbiD g nnsplama QYif "" 27-npntn QlriQd g1 tbt ltudy There WI$ 
no indication of a sybJ1antjal qmcr sjze cffm:t abgyt tbia tow JbmbQ!d· there was no apparent size etfed at 
all in kidney transpilnt centers. (ernphais added) 

lndusion of trans~nt covariates known to be important in predidion of individual transplant outcomes was 
variably aucceaful in exp&aininQ the ~ between centers. The greatest effect was with the liver 
transp&am center$, with a reduction in center~r vWbility by 41% •••• Ciearty muc:t\ of the variability 
between canters remains unexp&eined. 

C0'7JUSDNG VU:\VS IN THE EVHSA STAFF REPORT 

The findings and conclusions stated above and detailed in the attached Table 3 and Table 4 describe a \"ery 
small. though positi\·e statistical relationship between liver D'lnsplant program volumes and graft suf"\-·ival 
percentages. This evidently small relationship between program volume and sraft survival is in conflict 
with \'arious statements in the prior record of this project review. For example. the EVHSA staff report on 
this application stated as follows: 

. ['T'he) limtted .-4ilability of orpns for tra,..nts ... ar;ua for file transplant orograms wrtn prooort10natty hsgher 
volumes. [mr.er tl'lanJ for more transplant ~rams With lOwer votumn. 

In tl'lat regaro. tM , 995 Annual RI'DCrt af tM Otpn Proalrement and Traft~Diant ~ (part of UNOS) mdatfl tf\at. uc 
to a C)O&Dt. tftere 11 1 strong posmve re&atJoftii'IO between volwnt and ow=me. Soec:rfically. 1·3 year IUMVII rat~s 
ccns!Stently !!lalll wnen liver transp&ant Cllntert go from 1·23 transp&ara tc 2U5 tranSP&ants. and then to •&-S2 
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transc»lantl annUIUy. However, they drop off somNhat when the Cllnterl hive more than 82 transplardl annually. Alae 
the 1 * UNOS Report of Center.Spedftc Graft and Pltilnt SuMvll Rita showl1hlt. of 20 centers ftiDOndy that did JUSt 
1·12 transplants durin; tN 1011117·12131111 period, 7 or U hid ICZUII one yur survival rates tnlf ._,. 1118 60%. 
'The aliDii:Dum standard for one year liver trl~ ~ il 1 • ol ft§OI in IN SCitl MedAl Fasiljtia P"n 
(SMFP). 

Regarding survival l'ltal!lo. Section 2.&.8.1 ofthl [SMFP} Quality ltlndlrdlltlta flc:ilities wflh lwr nnsp&ant pro;~ 
lftoutcS ~flat they wil leMw and mairltUt 1 miDim1D one rut IUMval rata al 'O"dK"'· TN 11SM UNOS 
Report of Center Spec:iftc Gld &nCI Pat.nt SUNivat Ratls, wN:h included d8la on hw ~nt C8t1W1 for the Oc:lotler 
1. 1N7 to ~r 31, 1191 period, ahOW.CS that of the~ C11m.t1 tNt did I tcCal of l:§her tra,_..ntl (tine tram. WIS 
not ~. T or a h8d lct\a! one year IUNNat rata faa ttutn Ia. FUfther. I or Jm fJI thole facilltia Md actual 
one year survival,._ whic:n equaled oruCIIIdld m. but 1 or~ hid __,IUMYal,_ fll .... than m. 
Thus, baled saty on theM percant~ges. SNGH would ~ have 11igtdfy t.e.r than ewn c:Nncll af ~ the 
SMFP minjmum aurvivalstancsant of 50"-§?" in Yurt. Furttwr, rwgaftfing the 1..-. wftic:ft did l:lZ tranaplanw 
(aglin, time frame net ~). the UNOS da1a indicates tl'&at aD hllcl actull one-year IUNival rata wfticl\ uCNded RA. 
Thus. for Year II it wo~ld appe1r that SNGH would problbty be .- to =mpty wilt\ the SMFP"s miDim4D tmi:§0•6 
surviv1l me ltlndlnt. However. in comrut. MCV t\ICI one )IUr ICtUIIIUMval 1"11111 of~ far 1M 1111·1C penDd and 
~for tfte 1 115-H penod. 

The second data source (UNOS's 1994 Bepoa of Center Specific Graft and P.ticnt Suryjval RAJa) cited in 
the above quotations &om the EVHSA report is the same data source used for the preceding DCOPN 
analysis. The OCOPN analysis concluded that the statistical relationship between liver U'an.Splant program 
volume and one-year graft survival is wry small, though positive. Tables 3 and 4 attached to this report 
present the key detail ttom the UNOS report regarding liver transplant one-year paft survival percentage!. 
While the EVHSA statement correctly repons the UNOS numbers. additional context is needed for accurate 
interpretation. 

First. the UNOS 1994 report cited in the quoted EVHSA statement (and used for the OCOPN analysis) 
covers a period of 4-1/4 vcm. The 20 lowest-volume programs perfonned from one to eleven transplants 
over a period of up ro .J-1/.J years (depending on when the program started), not annUQ//y. The annual 
\'Oiume was DQ mgre than QDC twg QT thi'CI triD$plang for most programS in this IOWest•VOlume group for 
most years in the period covered by the UNOS repon.. It is not accurate for the EVHSA report to say "time 
fi'ame not specified" and then to treat these volumes-which cover a period of up to 4-114 years-as though 
they were annual volumes. 

Agnyal Ljycr Tran•pllgt Yoluma ia T•·cgty Lgwat-Vglpmc r,.mma. Table J below shows the 
actual QltntiiJl volumes fTom 1988 throu&h 1991 for each of the 20 lowut·vo!IIIM programs in the UNOS 
1994 Rcpon of Center Spcejfie Graft and patient Suryival Bates. 
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TableJ 
ANNUAL VOLUME OF UVER TRANSPLANTS-1911·1991• 

AND ONE· YEAR GRAFT SURVIVAL-1011111·12131191 

00670 

FOR TWENTY LOWEST ·VOLUME CENTERS IN UNOS 1_, CENTER-IPECIFIC REPORT 

Uver Volume ! I Avetage Actual Difference ProMbil.• 
T,_nsplant 101111r- Vol. ! Vol. I Vol. i Vol. Volume %Survival Actual· Weighted 

Cem.r 12131111 111r 11111 i 1110 i 1ft1 c,urs (1011111· Eapecmd DiW.rence 
: ! wiiCIMty) 12/31111) Survival : i 

Ei.~!.~.~~~-~hlldren's ·Atlanta 11 0 0 2 9 5.5 63.6 ·14.4 ·10 8 - 0.3 ·-Le-Bonheur Child.·Memphis 11 1 3 4 i 3 2.75 72.7 2.4 
~ander6inu~ctr. 11 0 0 0 ! 11 11 72.7 5-:s-- --1r--

~· c1m~:~~!P.~:::P.!~yer 10 0 0 3 ! 7 5 80.0 !.5 1.8 - ;-:r- -----
~u w..'!i.t.~!!i.~~-~M.:.~.!:._ 9 0 0 0 9 9 77.8 0.1 

e Child. Hosp. • Columbus 9 1 1 6 i 1 2.25- 7!.0 3.1 ·-a~·· 

Columbia··p-;esby. 'Med.cir. • 6 0 3 2 1 2 0 -69.8 ~9.1 ·----····----· .. ·--··-···--·----:-- 6 0 5 3 100 25.7 ·---Child. Hosp. & M.C. • Seattle 0 1 22.1 
[amp!..~.!.n.; .. ~E!e.· 5 5 0 0 0 ! 20.0 ·51.3 ~.7 

~le_I!!~~-~.!.~!!!.L~em.; Ho~E:.. _ 5 0 3 1 l 1 1.67 80.0 10.2 0.0 
~en~£:?..Q.~.or's Hosp.• 5 0 0 ; 0 ; 5 5 20.0 -57.0 ·55.9 
North Carolina Mem. Hosp. 4 0 0 0 4 4 75.0 10.2 0.0 ··--·-··----··--·----·- --3 0 ~-----0 1.5 0 -57.5 ~-9 !j~~-~~.J:~~!~.;.~.~P..:. -·----· 1 
Lou_~!!!.~!.~!!~!..Y.!!i.~;.,tto~p. • __ 3 3 0 j 0 0 ~ 66.7 ·5.9 0.0 
St Luke's Hosp. of K.c.· 3 0 0 0 : 3 3 50.0 ·31.4 ·104 ...... -....... - .. - ......... _, ___ . 3 2 0 86.7 ·12.6 Univ. of Miss. Med. Ctr.• 0 ! 1 ! 1.5 0.0 
silniord''uii·!V~f:1;;cr ctr-. -- 2 0 '6" 0 2 2 ---;oo 19.6 -·-·-o:o-
un;;.-·Hosp.-u-csiS"Med. Ctr. 1 0 0 0 0 2 0 ·78.3 ~.6 

~!~:~!i?~~9.~~-~~9.!!v. ...... ___ 1 0 i 0 i 0 ! 1. 1 0 ·77.4 :42.6 -· ---__ ....._. ... ------ -10o---r;:·s-- ......... o:cr·-· .. Albert Einstein Med. Ctr.·Phila. 1 0 0 ; 0 1 1 

... ~.!!~S.~ .. ~!.!~!--~!!~~.!!l) __ 5.5 2.5 : 2.3 2.5 •• 0 3.& 5&.0 ·17.0 ·15.2 
i'i 2.0 3.0 3.0 &9.7 ------·--Median (faQI. w/adivrty) 5 2.5 ·2.3 0.0 . Notes. ( 1) Data on annual VOlumeS taken from Tat* •• , m Annual Rlppn gf Sbl Oman ~DI I!!SI IrJDI;!ImiiiQD 

~. UNOS. 1995. other data from T-* lltlac:Nd: additional~ by VDH DCOPN. (2} The taCIJ data period COYetWC IS 
1013187-12/31191. Activity in the final Quarter of 1117 il induCIIcl hefw 11 1118. (3) Pn:lgrams malted wit\ an atarilk suspe~ or 
termrnateG tt'letr liver tra~nt prog,.m fcMiawiftg the penod CDW!Wd by this dla 

Table J supports the following findings: 

• The average annual volume for the lO lowest-volume programs, omitting the years in which they 
had no uansplant activity, wu only 3.6 

• Only two (LSU and Vanderbilt) of the 20 lowest-volume programs in the UNOS 1994 center· 
specific report had tzlleragr t~~~nWJI volumu of sa or gnatrr durin& the period covered by the data. 
10/1187-12131/91. Both of these programs had better-than-expected one-year graft survival 
percentages. 

• Five of these 20 lowest-volume programs (including Henrico Doctors Hospital) suspended or 
tenninated liver transplant services following the data period. Each of these programs had lov-er­
than-expected one·year graft survival. These programs may have had problematic oper2ting 
circumstances, which simultaneously contributed to low volume, poor graft survival, and cessation 
of the program. The representativeness of their data and its relevance to assessment of this 
application ftom SNGH are questionable. 
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• Notwithstanding the extremely low volume of these programs, their ~i 1Jm1 one-year graft 
survival was 69.70Aa. This is better than the median actual one-year sraft survival of 66.8% among 
all 88 programs in the UNOS study. The median difference between actual and expected survival 
(as calculated by UNOS and described above) for the 20 lowest-volume prosrams was -2.3 
percentage poinu. As fUnher described below, this median difference was Hnu than the median 
difference found for each of the next three hightr·YOiumt groups of liver transplant programs, 
which gf!)Ups included MCVH and UV AH. 

As demonstrated earlier in this review, lrlnSplant program volume is not dtte,.,i1lllliw of graft survival 
percentage. Program volume is not even a factor of much statistical effect on graft survival, especially 
when the very-highest-volume and very-lowest-volume programs are removed fi'om the analysis. 

Even if transplant program volume did have a large statistical association with graft survival, it would be of 
doubtful validity to predict SNQH's perfonnance on the basis of the experience of the 20 lowest-volume 
programs in the UNOS 1994 report, shown in Table J above. SNOH is projecting a tim-year volume of six 
transplants, with moderate growth thereafter, a projection which appears reasonable. It is unwarranted to 
infer that SNGH's results should be expected to parallel those of the 20 lowest-volume liver transplant 
programs in the UNOS 1994 report, 70% of which programs hod average annUDI volumt of.fqur p=qruWqnt.r 
m:..J.w.. 

In addition. the numbers of transplants in the 20 lowest-volume programs were too small to give much 
statistical significance to their results. Ten of the 20 propms had DCtwl survival percentages /ower than 
their t%pected survival percentages. Of these ten low-volume prosrarras with less-than-expect= survival, 
only four had results which were statistically significant at a 75% or higher confidence !evel, only two at a 
9:5% or higher confidence leveL 

Sup·j,·al Statjstj,s for Fjvc Volume Gmups pC Lj~·cr Inpsplant Pmararu, Table K below displays the 
one-year graft survival statistics for five volwne groups of liver transplant programs. based on the data in 
the tJNOS 1994 report of center-specific results. Table K provides additional insight into the relative 
perfonnance of the group of20 lowest-volume liver transplant programs, refem:d to in the EVHSA repon. 

Table K 
COMPARISON OF ONE· YEAR GRAFT SURVIVAL STA'nSTICS 

FOR LIVER TRANSPLANT CENTERS 
GROUPeD BY VOLUME OF TRANSPL.ANTS-1011117·12131111 

Number of 
Tranaplantl 
Per Program 

(1 011187 ·12131111) 
1-11 (20 facil.) 
1S..O (20 fadl.) 
~1-82 (18 facil.) 
84-188 (18 facil.) 

221-1705 (12) 
All program• (II) 

Total No. 
Trane.in 
Cailtgory 

108 
495 

1,058 
2.112 
5.863 
1,134 

lledlan 
Aelual 

SurYival 
9.7 
15 .• 

••• 54.2 
10.0 
11.1 

Median 
: Oifflftta 
1 Actual minul 
! Eapected SUN. 

. 
;· 

·2.3 
·2.4 
·3.6 
·3.9 
•2.7 
·1.1 

Avwa,. 
AWIII,. Difrwence 
Actual I Actual minus 

Survival ~ EaPKtlld Surv. 
56.0 -17.0 
83.3 ·5.8 
M.3 . ·3.7 
85.1 ·3.1 
89.7 +3.2 
13.1 -1.1 

NOTES: (1) Bale a.ta taken from 5umt'!'!lrt ot ,,. Scpqn g1 Ccmt!·Sptcrtic Gran •no Pm•m $yrvrva! Rates. 
Edwards, E.B .• UNOS. 1115 (MtiiiiCMd Tabt13). (2) GrQupcn; ofpragramsand comovtataoft of mecsaans anCI 
averages by VDH. DCOPN. 
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Table K supports the following findings and conclusions: 

00672 

• The group of 20 lowest-volume centers had poor results when viewed by the avtt·age statistics for 
the group, but not when viewed by the 1Mdian Slatistics. For the 20 lowest-volume programs, the 
average difference between the act&IQ/ one-year graft survival percentage and the uptcttd 
survival percentage (as calculated by UNOS and deseribed above) was a negative 17.0 percentage 
points,~ very large difference. However, the medit111 difference between actual and expected one· 
year graft survival was a much smaller -2.3 percentage points. This is still an unfavorable 
difference, but it is Jess unfavorable than the median difference for the next three groups of 
higher-volume propams. 

• As the EVHSA report states, seven of the 20 lowest-volume programs had one-year graft survival 
percentages below 600/o. At the same time, and not noted in the EVHSA report. the median aaual 
one-year graft survival percentage of 69. 7°/o for these 20 lowest-volume programs was bttter than 
the median of66.S0Ajo'f' al/88 p'f'ograms in the UNOS report (see anached Table 3 for program· 
specific detail). 

• Twelve of the 20 lowest-volume programs had a one-year graft survival percentqe bttter than 
the medit11" for those 18 programs which performed from 14 to 188 liver transplants during the 4-
1/4 ~·ear UNOS data period. This group of higher-volume programs inclucsed MCVH and UV AH. 
The median difference (-2.3) between actual and expected survival rates for the 20 lowest-volume 
programs was actually slightly smalle'f' (Le .• bttte'f') than the median difference (-3.9) between 
actual and expected survival for the 18 liver transplant programs which performed from 84 to 188 
transplants (see anached Table 3 for program-specific detail). 

• In tenns of the median difference between actual survival and expected survival, the second­
highest-volume group (which included MCVH and UV AH) performed more poorly than did any 
other group. In tenns of the t:WUagt difference between actual survival and expected survival, the 
second-highest-volume gro&Jl) performed better than any of the three lower-volume sroups. 
However, the second-hishest·volume group still had an unfavorable averase difference (-3.1 
percentage points} between actual survival and expected survival. 

• As sugested by the sharp diffenmces between the average and the median statistics for the 
lowest-volume BfOUp, the asserted poor perform.nce of ,·ery-low-volume liver transplant 
prosnuns is 1 result of especially poor outcomes at just a few of these proarams. M can be seen 
in attached Table 3, seven of these 20 lowest-volume propns had actual survival rates of 50°/o 
or lower (but ten had survival rates of 72.7% or higher). 

• The median statistics in the above table suggest only a small and uncenain relationship between a 
liver transplant program ·s volume and its one-year graft sun·ival percentase. However. the 
Q\'erage statistics in the above table suggest 1 clearer relationship betv.ftfl a transplant program· s 
volume and iu one-year survival ~entage. 

• SNGH's projected liver transplant volume would put SNGH in the second OT third volume group 
shown in the above la~le. Thm is linlc bujs jn tbjs dara tg ;on;lydc that SNGH sbpuld be 
cxpec;tcd-sjmp!v on the bujs of vg!yme-tg have less favgmblc pyteomcs than MCVH and 
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..... · . \ , 00673 
WAH whose vplyms:s put them jn tbs: foyab yolymc &TQYP where the median (but opt tbe 
averaael one-year survival statistics were the qqqrut of any of the &TQYPS· 

Symmaa of Eigdjnas agd Concluajops Crpm Apaluit qf SgrriYal for Pmarams Gmuped by 
Transplant Volume. When liver transplant programs are grouped as above by volume oftransplanu, and 
survival experience is then compared among the volume poup~ the particular conclusion that emerges. 
regarding any relationship betWeen program volume and survival percentase, is considerably affected by 
which metUID'e oJ centraltendmc:y is used to describe and compare the groups of programs. If groups are 
described and compared by use of group ~rt~erages, there emqes a clear and eonsistent pattern of higher 
survival percentages with increased program volume of transplants. 

However, if the volume groups are described and compared by use of group medians, there does not emerge 
a clear and consistent pattern of higher survival percentages with increased program volume of transplants. 
The group of 12 highest-volume programs showed the but survival perfonnance, but the group of 18 nut· 
highest-volume programs showed the worst perfonnance, while the sroup of 20 lowest-volume programs 
showed the second-best survival perfonnance. 

Grouping observations (liver transplant program volumes and survival percentages in this instance) and 
comparing group avenges may be an unreliable method of determining trends and correlations, when the 
groups are small and contain a great deal of inn-a-group variation. as is we with this data. A few extreme 
\·alues in a group can seriously bias the average for the group, as can the selection of boundaries for each 
group. Therefore, some other technique, such as regression analysis, or some measure of central tendency 
other than the average should be employed. 

\\"hen the UNOS 1994 center-specitie data is viewed in these alternative ways. only a very small 
relationship is seen between program volume oftransplanu and pen:entage of graft survival. It is c;lcar that 
pmmm VQfumC i$ I VeQ' weals J)[J!dictQt Qf patjCJ1t Qytlj:omes and that pthcr fqcrqrS qt the fqd/i(JJ q/qnf 
wjth pqtjenc anddqnqr ,hqra,ccristj,s "lP1l' ncqr/y q/1 the wcidrt jn tlciCrmininrpqtjmt pugpme,s. 

Comparison gfthc VNOS 1994 Ccn«cr-Spccjfic Rcpgn apd the 1JNOS 199$ Aaagal Bcpon. Analysis 
of the UNOS 1994 center-speeifie report of liver transplant activity seems clearly to demonstrate that 
transplant program volume has very little to do with patient outcomes. and almost no effect on patient 
outcomes across lhe broad middle ranse of programs by volume. In the f'oregoin& analysis, this middle 
range of programs by volume included MCVH and UV AH and would inelude the projected volumes at 
SNOH. In 8ddition, as quoted above, the author of the UNOS report. writing in the journal Transplantarjon 
Pms:ttdjnp, swed "this effect [of center volume on outcome] may be overstated" and "there was no 
indication of a substantial center size effect above this low threshold [nine transplants over a 27-month 
period] ... 

Nonetheless, as the EVHSA staff report (quoted above) swed, and u expressed in various statements from 
MCVH submitted for inclusion in this projcct review, dal& tables in UNOS's 199S Annual Repgn pf the 
U S Sc:jcntific: Rcsisto· of Tran$plant Bcc;ipjcnts and the otpn Pmc;vrcmcnt and TAnsplantation Net\\ ork 

do suggest a clear positive relationship between liver transplant program volume and graft survival. 

Table L below compares one-year paft survival percentages according to liver transplant program volume 
measured in two different ways and for two different but overlapping time periods. 
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Table L 
COMPARISON OF ONE-YEAR GRAFT SURVIVAL STA TIS11CS 

FOR UVER TRANSPLANT CENTERS GROUPED BY 'TWO MEASURES OF VOLUME: 
TOTAL TRANSPLANTS PER PROGRAM-1011187-12131191 

AND 
NUMBER OF TRANSPLANTS AT THE FACIUTY IN THE PRIOR TWELVE MONTHS-1011117·12131193 

1995 (see attaChed Table 3). and fram Table"· 1gg5 Annual Rtpqn pt tbl Oman pmeyr~mens •na Trantplanwsn NlfWQt!t UNOS 
(2) Groupan; of programs for 1011187·12131191 and compUWJon of group medllftlancla~ra;es by VDH. DCOPN. 

The left-hand side of Table L and the right-hand side of Table L sugg~ very different conclusions about 
the relationship of liver transplant program volume to one-year graft survival percentage. The lefi-hand 
side of Table L (which is the same as Table K) shows an inconsistent and unclear relationship between liver 
transplant program volume and one-year graft survival, especially across dle middle three groups of 
programs. UV AH and MCVH are in the fourth volume group, with 84-188 transplants during the period 
1 0!1/87-12/j l/91. 

The right-hand side of Table L suggests a clear relationship between transplant program volume and one­
year graft survival, up to and including the founh group of programs (93-1 59 transplants in the prior twelve 
months). At 1996 volume, MCVH would be in the middle group, and UVAH would be in the second­
lowest-volume group. {See Table 0 above.) 

There are important differences be~·een what is measured and reported on the left-hand side and on the 
right-hand side of Table L. These differences appear to explain why the two sides of Table L suggest 
different conclusions about the relationship of liver transplant program volume to one-year graft survival 
percentage. 

Qifft:r;nscs jn Mwurcmcnt The principal differences in measurement between the left-hand and right­
hand sides of Table L are: 

1. The left-hand side of Table L groups programs accord ins to total liver transplant volume over a 
period of 4-114 years (although many programs were not in operation at the beginning of the 
period). This is only a rough measure of ann~t~DI volume, but a good measure of cumulative II\ cr 
transplant experience at the facility. 

., The right-hand side of' Table L does not involve a grouping of programs, but instead a grouping of 
liver transplant casts, according to the volume of liver transplants in the program \4·uhin the :: 
months prior to tach cast. Transplants perfonned at a particular program arc likely to appear m 
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more than one volume category on the right-hand side of Table l, depending ~05trfiransplant 
was perfonned. , · 

For example, at WAH. some 1990 liver ttansplants were in !J1e lowest-volume (least favorable) 
category, most 1991 and 1992 transplants were in the middle-volume (second most favorable) 
category. and some 1993 transplants were in the second-lowest-volume (second least favorable) 
category. Thus, the right-hand side of Table L groups cases according to a program's recent 
experience, but the classification of a program is variable and is only a rough indicator of 
cumulative experience. 

3. Taken as a whole, the data on the left-hand side of Table Lis older than the data on the right-hand 
side. The 6-1/4-year period (10/1/87-lllJl/93) on the right-hand side includes the 4-114-years 
(10/1/87-12131/91) on the left-hand side, but the right-hand side adds two more years and about 
50o/a more procedures. This fact explains some of the observable differences between the left­
hand and right-hand sides of Table L. 

The UV AH example above demonstrates that. as a new program grows over time, transplants perfonned 
there in later years fall into higher-volume categories. The average date of transplant in the lowest-volume 
category on the right-hand side of Table L (covering 6-J/4 ~ars) is probably significantly etzr'lier than the 
average date of transplant in the second volume category, which in t.am is probably somewhat earlier than 
the average date of transplant in the third (middle) volume cateaory. Thus, higher-volume categories on the 
right-hand side of Table L tend to represent more recent transplants, as well as representing transplants in 
more e.tperienced programs. There is no e,.·ident way of separating the effect of dllt~ of 11'ansplant from the 
effect of program uperience on the results in the right-hand side of Table L. It is possible that just date of 
transplant. by itself. explains most or aU of the differences among survival percentages sho"W~.-n on the right· 
hand side of Table L. 

It is e-..·ident that the date of transplant is an important factor in explaining differences in survival statistics 
among liver transplants. One-year graft survival for liver transplants perfonned in 1988 was 64.3%. It rose 
to 73.4% in 1993 (Table 18. 1995 Annual Rcpqa gf the OPTN. UNOS). This difference of9.1 percentage 
points in survival between 1988 and 1993 is greater than the difference of S .6 percentage points between the 
least favorable and most favorable volume groups on the ript-hand side of Table L. This suggests that 
differences in average transplant date could account for most or nearly all of the differences in survival 
percentages among transplant volume categories on the risht-hand side ofT able L 

Qjffercnsa jn Sqtisties RePOned In addition to differences in measurement. there are differences between 
the two sides of Table Lin the construction of the statistics being reponed. 

I. The right-hand side of Table L reports the actual (unadjusted) survival percentage averaged across 
the indi,·idual transp/QIJt cDSes in a panicular volume category. This survival percentage is 
constructed directly from the dau for the approximately 3,000 individual cases in each volume 
category. It is therefore a precise portrayal of the composite survival experience of individual 
transplants in the category. 

2. The left-hand side of Table L reports the median and the average SUI'\'ival percentage among the 
12-20 progt'ams in each volume category. The median and average for each volume category are 
not constructed directly from individual case data, but from program-wide survival percentages. 
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with each program given equal weight in the calculation regardless of program size. Thus. the 
statistics on the left-hand side of Table L are not an absolutely precise ponrayal of the composite 
survival experience of the individual tnlnsplants in the category. This explains some of the 
observable differences between the left-hand and right-hand sides of Table L. 

3. The most imponant distinction between the statistics on the two sides of Table L is that the left­
hand side deals with the difference between the a&llllll swvival J¥1'Cintage for a liver transplant 
program ·ant:~ its '"expected" SII1"Vival ~rcentage, while the right-hand side deals only with the 
actual survival percentage. The source, meaning, and eonsttuetion of the ••expected'' survival 
percentage are explained on pages 18-19 above. lmponant to note again here is that the year of 
transplant was one of the factors ("covariates") of each transplant case that Or. Edwards ofUNOS 
took into account when detennining a liver transplant prognun 's "expected" survival rate. 

Summaa of Ejndinrs and Conclusjons from Comparison gf Statistics jn the Two JJNOS Rcpons. 
The data in the UNOS 1995 annual repon (cited in the EVHSA staff report and in statements of opposition 
presented by MCVH), which relates liver transplant program volume and survival percentage, is IIIIQI/jusr~d 
to reflect any differences among the programs in the chancteristics of their cases (the "eovariates" 
described earlier). Therefore, the consistent and sizable relationship between volume and outcome which 
appears in the 1995 annual repon data seems far less likely to be true than the virtlllll absence of a 
relationship between program volume ar.d Outcome found from analysis of the CDSt-mi%-adjusred data i~ the 
1994 center-specific report. a finding evidently supponed by other investigation cited earlier in this review. 

Granted. analysis of medians and ana~ysis of a-;erages for volume groups of programs, using the 1994 
report•s case-mix-adjusted data. do not lead to identical conclusions. When the median difference bet\\een 
actual and .. expected·' survival is viewed across five volume groups of programs. only a weak and 
inconsistent relationship between program volume and survival percentage is found. However, when the 
aYerage difference between actual and '•expected'" survival is viewed across five volume groups of 
programs. there appears to be a consistent and stronger relationship between program volume and survival 
percentage. 

Grouping observations (liver transplant program volumes and survival percentages in this instance) and 
then comparing group averages may be an unreliable method of detmnining trends and correlations. when 
the groups are small and contain a sreat deal of intro-group variation. as is true with this data. A few 
extreme values in a sroup can seriously bias the average for the aroup, as can the selection of boundaries for 
each group. Therefore. some other technique, such as repasion analysis. or some measure of central 
tendency other than the average should be employed. 

\\ nen the UNOS 1994 case-mix-adjusted data is vie~-ed in these alternative ways.. only a very Jim ited 
relationship is found between a program's volume or transplants and percentage or graft survival. It sums 
clear that Jiver transplant pmpm vg)ume j5 I \'CQ' weak pmfjctor Of patjt:J1t QytGQm§ and that aJ1x! 
ftKtQrt qt the (qcjfiry q/qnr wjth pqticrrt and dtmqr dtprq,,,m,;,s 'Ql%)' ncqr{y qll , weirhr '" 
determininr pAljCnt quc,pmes 

l. Successful transplantation procrams are expected to perform substantially larcer numben of 
transplants annually. Performance of minimum transplantation volumes does aot necessarily 
indicate a need for additional transplantation capacity or procrams. 
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The meaning of this standard may be unclear. The applicant intefl)reted it as a standard relating utilization 
of existing transplant programs ar tM appliCimt s facility to a request to add a new transplant program at the 
applicant's facility. The application states: 

Wrth the exception of lung transplants, which are limited due to availability of organs. the existing 
transplant services at SNGH exceed minimum VOlume standards by substantial margans: 

SNGH tcansplants May 1. 1995 • April30, 119EL 

Kidney 39 
Heart 17 
Heart/lung 6 

(Actually, while the SNGH kidney transplant program has operated for many years at 1.5 to two times the 
SMFP minimum annual volume standard of 25, the SNOH heart cransplant program has usually operated 
just above or just below the SMFP minimum annual volume standard of 12. Fourteen heart transplants 
were perfonned at SNGH in calendar year 1996.) 

A more appropriate interpretation of this standard is that it relates the volume of existing transplant 
programs serving a given population to a request to establish an additional program for the samt type of 
transplant service to servt tht same populaJion. The andard indicates that increased need within the 
population for a panicular transplant service may be able to be met by increasing transplant volume at 
existing programs rather than necessarily establishing an additional program. 

As described above (pages 26-28). it appears that perhaps 400/o-500/o of liver transplant patients from 
SNGH's potential liver transplant sef\·ice area are now transplanted at MCVH. with perhaps another 1 0°/o-
20% transplanted at UV AH. Liver transplant volumes at MCVH and UV AH are therefore the most relevant 
to this standard. Table 2 attached and Table G above show that for several years the MCVH liver transplant 
program has operated at about three times the SMFP minimum annual volume standard and the UV AH 
program at about five times the SMFP minimum annual volume standard (until 1996 when the volume 
relationship between MCVH and WAH reversed). 

A liver transplant program at SNGH seems likely to perfonn at least 10-15 transplanu per year in its first 
several years (see page 28). This level of volume at SNGH would likely reduce MCVH's annual volume by 
no more than 10.1 S transplants and no more than 1 So/o-200/o. Establishment of a liver transplant program at 
SNGH would likely have only a minimal effect on volume at UV AH. perhaps reducing it by a handful of 
cases and no more than 1 00.4. Accordingly. establishment of a liver transplant program at SNGH would sti II 
leave the MCVH and WAH programs v-ith volume several times u great u the SMFP (and Medicare) 
minimum annual volume standard of 12. 

In 1994, there were 3,652 liver U'anSplanu nationwide, perfonned by 102 liver uansplant programs. 
Nationwide ll\lerage program volume was 36. MtdiQII prosram volume was lower. Even with the 
establishment of a new liver transplant program at SNGH. the existin& programs at MCVH and UV AH (and 
cenainly at Fairfax Hospital) would continue to have annual volumes at least as great as average program 
\'Oiume nationwide and greater than the volume of more than one-half of the liver transplant programs in 
the country. 

In summary, the existing liver transplant programs in Virginia are now performing well above the standard 

of minimum annual volume and ~ould continue to do so after the establishment of a new program at 
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S'NGH. Also, as shown in attached Table 2 and Table G above. the statewide and nationwide numbers of 
liver transplants· are increasing steadily each year. Any reduction in existing program volumes caused by 
establishment of a new program at SNOH would almost cenainly be made up by nonnal volume growth 
within two or three years. 

In this sense. the establishment of a liver transplant program at SNQH would not seriously reduce volume at 
any ex.isting program and would not reduce any existing program to "low" volume. (However, see re,·iew 
criteria 4.l.G and 4.l.L below for discussion of other possible effects of likely volume reduction at MCVH). 
Yet. it is also clear that. without establishing a new liver transplant program at SNGH, moderate gro"''th of 
existing programs, leaving them still in the middle range of progmn size, would meet the foreseeable future 
needs of Virginians for liver transplant services for a number of years. 

On balance. consideration of this review standard neither strengthens nor weakens the case for this 
application. 

3. Prefereace will be liven to expauion or successful esistinc senices, either by enabling 
necessary increases in the aumber or O'laD systems beinc transplanted or by adding 
transplantation capability for additional Ol'laa systems, rather than developing other 
programs that could reduce avera:e procram volume. 

lntefl)retation of this standard would be clear if this application sought to establish a transplant service at a 
facility nor already providing any transplant service. In the present context. though, interpretation of this 
standard is not clear. The standard gives preference to expansion of "successful existing services ... by 
adding transplantation capability for additional organ systems .... " The SNGH application proposes to do 
just that. 

On the other hand, the standard opposes '"developing other programs that could reduce average program 
,·olume:· The most reasonable interpretation of uprogram" is one specific organ system, not the collection 
of transplantation services for several organs that may exist at a given hospital. If approved, this application 
''ould .. reduce average program volume·~ among the liver nnsplant programs in Virginia. As discussed 
under the preceding standard. average program volume would be reduced ftom 52 to 38 (at 1996 volume), 
but this reduction would disappear in several years, as overall liver transplant volume continued to grow. 

On balance, consideration of this review standard neither strengthens nor weakens the case for this 
application. 

B. Miaimum Survival Rates. 

1. Facilities should demonstrate that they will achieve and maintain minimum transplant 
patient sunival rates. Minimum one-)·ear survival rates, listed by orcan system. are 

Kidney 
Heart 
Heart/luna 
Li,·er 
Pancreas 

90-95°/e 
7o-&o·~ 

(none set) 
50-60°/o 
80-90o/o 
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With respect to this standard, the application states: C0679 

All the organ transplant programs have exceeded the minimum one year survival rates. as required by the 
Virginia Medical Care Facilities Certificate of Public Need (COPN) patient survival criteria. The aduarial 
survival rates for each of the programs are detailed below. 

Program 

Kidney 
Heart 
Lung 

Number Time Period 

291 1990-1995 
44 1992-1995 
15 1992·1995 

SNGH 1 yr. 

84% 
95 .• 0~ 
16% 

COPN Std. 

90-95% 
7().800~ 

none 

The actuarial one year survival rates for the kidney transplantation program include cadaver. as well as 
living donor suNival rates. Also, the one year suNival rates for the lung program include suNivll rates for 
single lung, double lung, and heart/lung. 

According to the data provided, SNGH' s existing transplant programs more than meet the minimum one­
year patient survival rates stated in the SMFP. Granted, the SMFP standard is several years old, and the 
cited survival rates might no longer be considered adequate minimum standards. However, specifically 
relevant to SNGH, nationwide kidney and hean transplant one-year patient survh·al rates increased less than 
two percentage points from 1988 to 1993. This suggests that the SMFP minimum standards for kidney and 
heart transplant survival may still be appropriate. Nationwide one-year patient survival rates for transplants 
performed in 1993 were: 

• Kidney 
• Heart 

94.9% (weighed average for cadaveric and living donor transplants) 
82.3% . 

• Lung 76.3% (weighted average for lung and heart· lung transplants) 

The reported SNGH kidney transplant one-year patient survival rate matches the national kidney one-year 
patient sur\'ival rate. while the SNGH h~art transplant one-year survival rate exceeds the national rate by 13 
percentage points. The SNGH one-year patient survival rate for l1111glllld heart-l1111g trtmSplants combinrd 
is 10.3 percentage points below the national rate. The comparatively poor results for SNGH"s combined 
lung and heart-lung transplants are of doubtful statistical significance due to the small number of procedures 
( 1 5). With just one more survivor, SNGH"s one-year patient survival rate for lung and heart-lung 
transplants combined would have been within three percentage points of the national rate. 

Also of value in assessing the quality of SNGH's existing transplant programs are SNGH's survi"·al 
statistics u reponed in UNOS's 1994 Bepon of Center $pcsjfic Qraft and Patient Survjyal Rates. This 
report. previously described on pages 27-29, showed the followin& for kidney and heart ~ransplant.s 
performed at SNGH, Fairfax Hospital, MCVH, and UVAH between October l, 1987 and December 31. 
1991. (lung and heart-lung propams were not in operation at SNGH during the data period.) 
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Transplant 
Service 

Table II 
COMPARISON OF ONE· YEAR SURVIVAL STAnSnCS 

FOR KIDNEY AND HEART TRANSPLANTS (1011117·12131191) 

-p"Value 
of 

00680 

1-"p" 

Mean statiStics statatJCS 
Sum""''Y Qf 1ifH Roppn pf Ctntcr-Sptpfie Grift and fatilnt SufVMII Bates. Edwards, E.B., UNOS. 1115. Addtianal computatiOns by 
VOH. OCOPN. 
•Nate: Heart survival statistic~ ,.lite to Plr;.nt IUMval. Xidney IUMvaJ ltl1iltic::l relata to ,.tf suMviJ <• kifney Pltient suMVat 
statiStiCS were net readily evalilble). See pages 27·21 for uplanatian of the •apec:ted" suMVal ma end at~* espec:~a of the source 
data. 

Table M and the prior analysis show that SNCiH has achieved very satisfactory one-year survival rates with 
their ex.isting transplant programs. This experience offers reason to believe that SNGH would likely 
achieve at least the SMFP's minimum one-year liver transplant patient survival rate (SOo/o-6()0/o, which 
seems too low in light of current results nationwide), if a livernnsplant program is established at SNGH. 

Notwithstanding the favorable inferences that can be drawn fTom SNGH's vuy satisfactory results with 
their established transplant programs, the Slltt·up experience of a new transplant program may still be a 
valid concern. In their public comments opposing this application at the EVHSA public hearing. 
representatives of MCVH Slated: 

• In MCVH·a start-up year (1 98'}. the one-year IUMval rate W8S 50%. 
• In Henrico Dodcrl Hospitara start-up year (1110). tht one-year IUNival me wu 20%. Four out of 

five patienll died and the program was dilcontinued. 
• The mortaity auoc:iated with • start-up program is atremefy high .... 
• SNGH'a 11an-up liver tranlp&ant mortality might be 40%. while MCVH's c:unnt one-year monatny 

is19°/e. 

Regarding these points raised by MCVH. the following is noted: 

• MCVH was one of the first three liver transplant programs in the country. Such pioneering effons 
in mOst fieldS involve far greater frequency Of failure than iS experienced after the field IS 

established. MCVH's pioneering work in liver transplantation reflects and adds to the prominence 

. 
' 
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ofMCVH among the nation's academic medical centers, but the results of these pioneering effons 
are a questionable indicator of results that can be cxpec:ted today. 

• Liver transplant survival rates have :increased steadily over the years. For example, the national 
liver transplant one-year patient survival rate wu 77.1% in 1911 and was 81.6% in 19il. an 
improvement of nearly one percentage point per year. It seems unreasonable to contend that 19~ 
experience is a reliable guide to results that can be expected today, thirteen years later. 

• During ttie period 1988-1991, Henrico Doctors Hospital and at least four others (noted on page 37 
above) established and then soon tenninated liver nnsplant programs, apparently due to low 
volume and/or high mortality. During the same period. many other liver nnsplmt programs were 
started and experienced survival rates equal or superior to those of established liver nnsplant 
programs, according to the findings of UNos·s 1994 Bepga of Center Speeifjc: Ciraft and Paxicnt 
Sypdval Rates. See Table J above for the varied experience of some very-low-volume programs 
(including Henrico Doctors) which began operation durin& the period 1988-1991. 

• DCOPN asked MCVH the following questions about their statements on start-up program 
mortality and their implied prediction that a liver nnsplant program at SNOH mipt experience 
one-year patient mortality of 400/o during the stan-up period. 

0 "Is 19~ mortality experieace a useful pide for 19!2?" This question was not answe~d. 

0 "What was the natioaal oae-year survival rate for at11blish~d liver traasplaat procrams 
in 1984?" This question was not answered. and it was suggested that a special research 
request be made to UNOS. However, since MCVH wu one of the first three liver transplant 
programs in the country and began operation in 1914, it seems likely there was virtually no 
experience of established liver transplant programs in 1984. 

0 "What is the uperieaee of recent start-up liver trusplaat procrams, aad how does it 
compare witb established procrams?" MCVH responded that they are .. unable to answer 
this questions at this time, but [are] pursuing several avenues to obtain the data necessary to 
prepare a response." This question was sent to MCVH on ~ember 4, md no substantive 
response has yet been received. 

0 "What is the bais for estimatiaa Sea tara start-up, oae-ya.r lk·er traasplaat mortality at 
40•4. Is tbis based oa rcent aadoul uperieace witb start-up liver tnasplaat 
procrams?" MCVH responded that ~is estimale is based on MCV's and University of 
Virsinia's stan-up experienr:e. As noted above, MCVH's stan·up experience was a national 
pioneering effon thineen years ago and cannot be considered a reliable predictor of current 
stan-up results. UV AH's specific start-up experience was not stated in any presentation or 
document available to DCOPN. UV AH bepn liver transplantation in 1988. UV AH's ovenlll 
one-year patient survival rate for 1988-1991 was sliptly bettel' than .. expected.,, according to 
UNOS's 1994 Repon pf Ccntcr-Spesifis Graft and Patient Survival Bcsu!t,s. Thert iJ no 
evidence here of excessive liver transplant mortGiity during UYAH's sll111·up ~riod. although 
it may have occumd and be obscured by superior results in the immediately following years. 
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• Considering the foregoing, there appears to be no substantiation of MCVH's contention and no 
other reason to believe that a liver transplant program at SNQH would be likely to experience 
excessive mortality during its stan-up period. 

The application and analysis of related infonnation satisfactorily demonstrate that SNQH will achieve and 
maintain a one-year survival rate for liver transplant patients which meets or exceeds the SMFP standard of 
50%-60%. The ~pplication meets this standard. 

2. Survival rates beyoad oae year should be consistent with the Health Care Finaaciag 
Administration (BCF A) Medicare procram requirements, or with applicable 
professioaal-society-recommended staadarcls acceptable to the Depanment where 
there are no HCFA criteria. 

The application does not directly address this standard. The Depanment has not recognized (and is not 
aware ot) liver-transplant survival standards from any professional society. The HCFA Medicare program 
requirement for li\'er-transplant patient survival beyond one year is 600/o for rwo-year patient survival. 

Since the applicant does not yet have a liver transplant program. specific confonnance with this standard 
cannot be demonstrated for liver transplantation. However, the applicant has supplied the following 
infonnation (comm'unication from Manager. SNGH Transplant Center, February 19, 1997) regarding tw~ 
year patient survival rates for SNGH's existing transplant programs: 

• Kidney transplant tw~year patient survival (for transplants 1990.95): 90% vs no HCEA sr~ 
• Hean transplant tw~year patient survival (for transplants 1992-95): 95 4% vs 6S0/p HCEA 
• Lung and heart-lung transplant tw~year patient survival (for transplants 1990-95): 66% vs 6:!~'o 

HCE A standard 

Since the applicant's existing transplant programs exceed HCFA tw~year minimum patient survival 
standards. it is likely that a liver transplant program at SNGH would also exceed the relevant HCFA tw~ 
year minimum patient survival standard. 

The application is judged to be consistent with this standard. 

C. Service Proficiency. 

Proposals to establisb additional ol'lan transplaatatioa se~ices should demoastrate at least 
two years successful experieace with all existia& oraaa transplantation systems. 

\\"ith respect to this standard, the application states: 

As •ndicated above. with the exception of lung transplants not meeting minimum vOlume standards due to 
ava,lability of organs. the organ transplant program at SNGH satisfies this standard. 

By "successful experience''. this standard presumably refers to achieving both acceptable utili:arion and 
acceptable sJm·il.:al rates in existing transplant services. SNOH's experience with existing transplant 
programs and the applicable standards are summarized in Table N below. 
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Table N 
coss3 

Transplant 
Service 

Kidney 
Heart 
Lung. Hean-Lung 

COMPARISON OF SNGH TRANSPLANT PROGRAM EXPERIENCE 
WITH MINIMUM UT1UZAT10N AND PAT1ENT SURVIVAL STANDARDS 

Year 
Service 
Began 
1972 
1989 
1992 

AvgAnn. i 
Volume i SMFP I HCFA 
1195-96 ~ Standard 1 Standard 

35 25 25 i ,.. ! 12 i 12 
6 12 10 

OM-Year 
Pat. SUI'Yiv. i SMFP 

1112·15 ! Standard 1 
~% l 80%-95% ! 
95.~% f 70%-80% i 
86.7% i none i 

HCFA 
Standard 

90o/o 
73o/o 
69% 

National 
One-Year 
Surv. ('93) 

94.9% 
82.3% 
76.3% 

Sources. Volume data frOm Table 2au.acMC2 anc CQmm\lnatiOn from V~~grn~~ Traft~PWnt Ccunczl HCFA stanoaras and SNGH suMVat data 
from the COPN applicltlon. 

Table N shows that SNGH has met both the utilization and the patient survival standards for their lcidney 
and heart transplant programs. These programs also achieved one-year patient survival rates for 1992-95 
which equaled or exceeded the national one-year patient survival rates for 1993. SNGH~s lung ll1'ld heart­
lung transplant programs (combined) have not achieved either the utilization standard or the one-year 
patient survival standard applicable to the lung and hean-lung service. 

SNGH's combined lung and heart-lung transplant volume has been increasing. and the HCFA standard of 
10 such transplants per year was met for a recent twelve-month period (although this volume must be 
achieved for two twelve-month periods to qualify for Medicare certification of the program). SNGH is the 
state's second largest provider of lung and heart-lung transplants, after UVAH. 

The 2.3 ~rcentage point diff~rence, between SNGH's combined lung and heart·lung one-year patient 
suf\·ival rate and the HCF A standard. is clearly not statistically significant. The same is true for the larger 
difference between the SNGH experience and the national e:'(perience. 

The application meets this standard. 

D. Staffing. 

1. All physicians that perform transplants should be board certified by the appropriate 
professional esaminiac board, and should bave a miaimum of one year of formal 
traiaia&aad two years or experience iD traDSplaat SUf'llr')' aad post-operative care. 

With respect to this standard, the application states. 6'SNGH will recruit specialists that meet or exceed 
these standards." 

The application meets this standard. 

l. Oraan transplantatioa services should ba,·e a complete team or su'lieal, medical. and 
other specialists. with at least two years experience ia the proposed organ 
transplantation I)-stem. 

\\'ith respect to this standard, the application nates:. 

SNGH has surgical. medical. and other· specialty ~hysicians on staff wrth liver experience. Some of the 
p1'1ysicians may need to attend refresher tratning to update them on recent advances •n hver 
transplantat•on. 
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also: 
To implement this proposed program, a surgeon with liver transplant experience will be recruited into one 
of the private surgical-practice groups within the region. It is expected this individual will immediately 
meet the minimum UNOS transplant surgeon criteria for implementation of 1 liver transplant program. 
Medical support for this patient population will be provided by gastroenterologists (GI) wtttun the 
community who have experience in liver transplantation in their medical training at facilities such as the 
University of Wisconsin. Yale. and the Medical College of Virginia. 

The application mee~ this standard to the extent reasonable for a facility that does not yet have a liver 
transplant program in operation. 

E. Systems Operations. 

I. Pro\·iders of OJ'IaD transplantation services should documeat tbat they participate ia a 
regional and national organ donor network. The facility sbould have wrinea policies 
and procedures aoveraia& orzaa and tissue procurement. 

SNQH is a founding member of the Hampton Roads Coalition on Donations. a regional netWork whose 
purpose is to promote public awareness of organ/tissue donation. The application includes a copy of 
SNQH's policies and procedures regarding requesting and handling organ and tissue donations. 

The application meets this standard. 

2. Providen of organ traasplaatation services should ba~·e aa oaaoiac approved medical 
education program. 

The application states. '"As a provider of transplant services, SNGH already has in place an ongoing 
approved medical education program." All physicians associated with SNQH's transplant programs 
panicipate in continuing medical education (CME) programs, for which CME hours are assigned by the 
Eastem Virginia Medical School. SNGH also fumished DCOPN an outline of a liver transplant education 
program and a schedule of cenain liver nnsplant education and training activities for October 1996 
through January 1997. These activities included visits by SNQH medical and administrative staff to four 
existing liver transplar.t programs in Virginia and other states. 

The application meets this standard. 

3. Providers of OJ'Ian trauplantation services sllould collect and submit to the 
Department transplaatation procram operatia& statistics, iacludin& patient and 
procedure volumes, mortality data, and procram cost aad cba'les. 

The application states, "SNGH will collect and submit to the Depanment operating statistics including 
patients and procedure volumes, monality data. and program costs and charges." 

Except for data on program costs, the various data elements cited in this standard are already collected by 
the Virginia Transplant Council (a unit of the Department), the United NerA·ork for Organ Sharing 
(UNOS), or Virginia Health Information (VHI). However, direct submission of this data to the 
Department by the transplant program will make complete data more easily accessible and more quick I~ 
available to the Department than the current arrangements permit. 
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The application meets this standard. 

F. Support Services. 

oo~ss 

Providers or Of'I8D traasplaatadoa services should demonstrate tbat tbey have direct aad 
immediate access to a histocompatibility testiD&Iaboratory tbat meets the Americ:aa Society 
for Histocompatibility and Immunocenetics (ASID) standards. 

SNGH operates within the hospital an I«.A immunology laboratory, which is accredited by ASHI until 
1999 (based on a recent inspection) in the following areas: 

• serologic typing class I 
• serologic: typing class II 
• disease association stUdies 
• histocompatibility testing for transplantation as follows: 

0 renal. cadaveric 
0 renal. living-related 
0 non-renal 

The applicatiOn meets this standard. 

4.l.C. The relationship of tbe project to the loac-raaae development plan, if any, of the penon 
appl)·ing for a certificate. 

The application states that SNGH does not have a long-range plan that specifically addresses development 
of the Transplantation Center. which already encompasses transplant services for kidneys, heans, lungs, and 
heart-lung combinations. The application states that addition of liver transplant services to the present set of 
transplant services has bem under discussion and planning for a long time. 

It appears that., from an institutional perspective (which is not the same as public need), it is very logical to 
add liver transplantation to SNGH•s existing group of transplant services. As shown in attached Table 2 
and discussed on page 21 above, liver transplantation is the second most common solid-organ transplant 
procedure in Virginia and in the nation. The number of liver transplants per year is growing considerably 
faster in Virginia and in me nation than is the number of heart or kidney transplants. Each of the three 
existing liver U'ansplant programs in Virginia has annual volume at last three times the standard of 
minimum annual volume in the SMFP or used by HCF A for Medicare certification. 

These considerations suggest that if there is reason to add another nnsplant service in Virginia at this time, 
live,. n-ansp/QIJJation is th~ service to add and SNGH is tM plact to tJdd it. Indeed, it is reasonable to ask 
why SNGH has not sought to establish liver transplant services before now, and this was among the 
completeness questions asked of SNGH following initial review of the application. The applicant 
responded: 

The Transplant Center leade~hip tws evaluated the implementation of a liver transplant program since 1991 
The decision was made to fi~t implement the and hean-tung transplant program in 1993-s.&. Under tl'le 
SMFP. it 1s suggested that or;an ttanspAant programs demonsnte at least two year$ successful expenenee 
with ex1St1ng organ transplants. 
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physicians not on the Sentara medical staff, these established relationships will not instantly be dissolved in 
favor of referral to a Sentara transplant program. 

In view of these considerations and the available data. DCOPN assumes that (1) the population of SNGH's 
potential service area for liver transplantation receives about 25-30 liver transplants per year and (2) within 
two to three years of its establishment. 1 Sentara liver transplant service would provide I 0-1 S of these 
transplants per year, with gradual growth into the future. 

In addition to the patients who are transplanted in 1 given year, 1 larger number of patients are being 
managed on a waiting list. and a stilllarzer number are evaluated each year for potential placement on the 
waiting list and eventual transplantation. In the application. SNGH estimates that. in year 2 of the service. 
twelve patients would be transplanted, 96 would be listed, and 192 would be rvolllllted. These projected 
ratios of lis1ed and evaluated patients to transplanted patients seem quite high. 

Since waiting-list mortality is less than ten percent (nationwide), nearly all persons on the waiting list will 
eventually be transplanted. Since nationwide average waiting-list time is roughly nine months 
(extrapolating the 1994 trend to 1997). there must be an approximate correspondence between the number 
of listings in one year and the number of transplants in the next year. Data presented by MCVH (at a 
meeting with SNGH representatives and subsequently provided to DCOPN and EVHSA) confinns this. 
The MCVH da~ also shows that annual evalUDtions at MCVH for liver tr:r&Splantation have been roughly 
SO% greater than the number of listings in that year. 

Accordingly, with allo~-ance for future growth of transplant volume beyor.1d year 2. the following projection 
of year 2 liver transplant service volume at SNGH seems more realistic than the projection in the 
application: 

• 12 transplants. same as stated in the application 
• 18 listings, rather than 96 stated in the application 
• 27 e'·aluations. rather than 192 stated in the application 

This constitutes the group of persons who would be the principal beneficiaries in year 2 of establishing a 
liver transplant service at SNGH. Increases of perhaps 200~ per year would be expected over the next 
several years. These numbers CQI'Inot be summed to determine the number of differ~nt individuals served in 
a year. All of the transplants come fi'om the listings. though mostly not tit. s~~trre ~ar·s listings, and all of 
the listings come from (the same year•s) evaluations. Nonetheless, in assessing the potential benefit of this 
proposal. it is reasonable to consider transplants.. listings, and evaluations separately. 

The Extent gf lcncfit. The following Table P addresses the extent of benefit that might result frcm 
establishment of a liver transplant program at SNQH. 
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Table 0 below shows the year of development and the location of solid-organ transplant services in 
Virginia. No new transplant services have been established in Virginia since 1993. 

Tablt 0 
CHRONOLOGY OF ESTABUSHMENT OF TRANSPLANT AnON SERVICES IN VIRGINIA HOSPITALS 

MMCe 1ft 1991. 

4.1.D. The need that the population sen·ed or to be sen'ed by the project bas for tbe project. 

Appropriate analysis of this criterion has three aspecu: (1) the nature of the benefits; (2) the number of 
persons benefited; and (3) the extent (degree, frequency, or significance) of benefit received by those 
persons benefited. 

The Satyre of the Benefits. The application states the following potential benefits of establishing a liver 
transplant program at SNGH: 

• Reduce travel time and expense for liver transplant patients and families who reside in the SJ'GH 
service area and now must travel to Richmond (or another, more distant program). 

• Eliminate the medical risk and cost of transferring acutely ill patients from SNGH to MCVH. 

• Reduce problems of non-optimal communication and lapses in the continuum of care that 
sometimes occur when patients are removed from the medical care community where they were 
treated prior to entering the tmnsplant program at another location. 

• Eliminate the costs, medical risks, and patient discomfort associated with duplicate performance of 
services, tests, and procedu~ which often occurs when patients begin their liver care under a 
Sentara physician and later enter the transplant program at MCVH. 

Iht ~ymbtr ofPtnons Scncfttccl. Consistent with preceding discussion (pages 7-8}, the population to be 
ser\"ed by the project is assumed to be the population of Virginia planning districts 20. 21. and 22. plus a 
population of approximately 100.000 in nonheastem Nonh Carolina. Of course. patients residing m the 
parts of this area most distant fTom SNOH are relatively less likely to use liver transplant services at S~GH 
and relatively more likely to use services at some ~ther liver transplant program, even though the other 
program would be equally distant or more diStant than SNOH. Also, refening physicians in the idenufied 
area have already established refeml relationships for liver transplant services and. especially ior 
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TableP 
EVALUATION OF BENEmS OF ESTABUSHING A LIVER TRANSPLANT PROGRAM AT SNGH 

AS COMPARED TO PATIENTS FROM SNGH AREA BEING TREATED AT MCVH 

Nature of 
Benefit 

Reduce nwl time 

(baaed on projected patient volume in year 2 of SNGH program) 

Desr:ription of 
Current 

Circumstances 

No. Persona 
Benettt.d 
Per Year 

6,aNo.Times 
Ear:h PeNon 
Benefited/Yr. 

Totll Occasions 
of Benefit 
Per Year 

Evaluation of Benefit 
of SNGH Location 

vs. MCVH 

nd expense: __ _, 
-;;ftiilimevatvation Uay non-helpQI ay 21 Pltients 21 tr'PS si'IOrtened 

p;nniPiiftteums ~~~ii;C!.~nd ~. ~ ~----ti!-TZ."l~~~.z!!!.'.!!L. 
~lilt ~:--~-..... 5' tri!!L!!Y.~~~-

ranspilm ftcsprtaiiz.-· ;4-day inpatient stay in 12 transp~I.-Pil--~~"!"'!""~-:---t,2 tnpa. 1U Vlllt~ys 12 tnps si'\Oftened 

Rid1mond ~--:----+1~2~famdy.;.....:"":-rnbr--.·~--t:~~~=--~-t!Y..~~ !.!te~ ....... r _....,.!'(50%} ~m~~!-~. 
Post~11cnar;e non- ...... ~ s:ay at non-t'tosp. 12 transpl. pat. 310 tnps by tam. mor.. 360 trios Shortened 
t'tos;~. fl=lity stays faCility in Ricnmcnd 12 famjly mDr. otners; 120 ovem.;nts efi:rn&Mted 

POit:tilni;.ini-·--···· 2 times weetty. & weetcs ~~ ~=: ~~ :.T~days~--+252:-':':""'tnpa--sft~o-,e-nect~--• 
outpatl8nt v11rts 1 time momhty • 8 mon. pat~em~ 252 travel dayS lhOnenect 

~Ti:-o,.-1:-f'N~u-ced~aa-ve~/-ttnp to Richmond 

time and upense 

Ehmtnate nsk and cost May ftlve to transt.r a 
of transfemn; acutely ill ftosprtaiiZed patiem from 
Dltients to MCVH SNGM to MCVH 

a-.... than 12 

705~1 
231 ovem.;nts 
666 days 
a,..._..traan 12 

705 tnpllt'IOftaned 
231 CNem.ghts elim&nated 
166 travel days St\Oftlnecl 

~~gnrfic:ant for a few 
patientS 

Improve communu:a· Commun1cat10ntcontJnurty 18 patients on unknown potentJally s.gndicant for 1 
ns and continuity of of care m~y SUffer when waiting lilt w pauents 

care pattent goes to RiChmond 

Elimrnate costs. Servas. tests. and pr~ up to 27 oat~tms unknCIWn unknown unknown. oroDaory mu\or 
mecrca1 nsks. and c:eaures often dUDiicateCI evaluated relative to an costs. 
patient :tScomfon from when pattent starts care in medical nsks. and oatJent 
duplicated servos. Haml'ton Roads and later dSccmfcru of IM!r 
tests. and orocedures enter1 MCVH rwn tra~llntatJon 

Source Information re. course of trutment ancs number of vaata ~ sn llftr tram ManaQer. SNGH Transplant Center. Cec:emDer 20. 1996 
ancf suble<~uem telephone conwrsations. Other cnfatmabon from COPN application and estimates by DCOPN staff. 

Table P is an attempt. involving a number of arguable assumptions, to quantify the benefits that might 
accrue to patients and their family members if liver tranSplant services were received at SNOH as compared 
to receiving those services at MCVH. The benefits of reduced travel time and expense, as estimated in 
Table P, can be expressed in financial terms as follows: 

• 705 trips shonened an average distance of80 miles each way, at $0.15 per mile • 
• 231 overnights eliminated at $35 per night • 
• 666 travel days shonened at 3 hours per day, evaluated at SS per hour • 

Total estimated value of benefits of reduced travel 

$16.9:20 
$8.085 
$9 990 

$3J.995 

This is necessarily an imprecise, debatable, and incomplete estimate of the nature and value of benefits 
associated with reduced travel for liver transplant services that would result from establishment of a 
program at SNOH. It is wonh noting, however. that the total estimated financial value of benefits from 
reduced travel, approximately $35,000 in year 2. is only about 200At of the approximately S 165,000 of new 
health system costS that DCOPN estimates would result in year 2 if this project is implemented. 
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As shown in Table P, reduced travel is not the only benefit expected to accrue from establishing liver 
transplant services at SNOH. However, the other benefits are not even crudely quantifiable from the 
infonnation available. It is certainly conceivable, though, that the other benefns have a financial value more 
or less equivalent to the benefits of reduced travel. 

Finally. all of these benefits have some potential to improve the psychological and physical well-being of 
patients and their families. 

4.t.E. Tbe extent to wbicb tbe project will be accessible to all resideats or tbe area proposed to be 
served. 

Ejnancjal Ac;cessjbility The applications states ... The liver transplant program expects to perfonn 
transplants on patients without the ability to pay, as pan of Senwa·s charitable mission of improving the 
health of citizens in the Hampton Roads community." In response to a completeness question. the 
applicant stated: 

Year two of the liver transplant proforma 1ssumes one indigent patient and one patient with Medicaid 
coverage will be tl'lnsplanted (among 12 projected liver transplants). These projedions were based on 
compilations of the current payor source for 1he SNGH Transplant Center. 

Since Virginia Medicaid does not cover adult liver transplantation, presumably the cited Medicaid patient 
was evaluated as a no-revenue patient for purposes of the pro fonna. 

At the EVHSA public hearing, Dr. John Herre. a transplant cardiologist at SNQH and president-elect of the 
medical staff of Sen tara Hospitals-Norfol~ stated: 

'Nhile many institutions have been unwilling even to consider solid organ ttansplantation for individuals 
without adequate insur~nce. Sentara has a long and consistent histcwy of providing all necessary forms of 
care. induding trans~lantation, to indigent patients. Aa a member of the hurt transplant team. this has been 
particularly rew~rding, as it has allowed medical need to supersede ftnandal considerations. More than 200 
pat1ents have been evaluated for heart transplantation and no patient has been tumed down for finanaal 
reasons. 

According to infonnation published by the Virginia Health Services Cost Review Council, in 1994 {last 
year of published data) SNGH provided charity care equal to 4.2% of gross revenue. This percentage of 
charity care was more than twice as great as the median of2.00/e among all HPR V hospitals. 

It appears that uninswed and Medicaid patients would have reasonable financial access to liver transplant 
services at SNGH. Medi;am patients would not have access until SNQH's liver transplant service received 
Medicare certification. This would require achieving annual volume of twelve a:ansplants for two 
consecuti\'e twelve-month periods. It seems likely this would not occur until the program had been in 
operation for about three years or more. 

The access of privately i11SJD*~d patients ~ould develop as their insurers recognize the SNQH program. 
Since SNQH is an established provider· of other transplant services and has a very competitive cost and 
charge structure (see Table C above), it seems likely that most privately insured patients would reasonably 
soon have financial access to a ~iver transplant ser\'ice at SNQH. 
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Geomph jc; Ac;c;cssibmty Relative to the distribution of population and considering the pattern of 
roadways and the impediments to travel created by the waterways, this location provides a high level of 
geographic accessibility for the population of the health planning region. See commentary under 4.l.F 
below. 

4.l.F. Tbe area. populatioa, topocrapby, bichway facilities and availability or the senrices to be 
provided by tbe project ia tbe particular part of tbe bealtb planniac rezion ia which the 
project is proposed. 

The proposed project would be the only site of liver transplant services within the health planning region. 
The many waterways running through Hampton Roads are a major factor affecting population distribution 
and highway travel within the area. SNGH is located within the Eastern Virginia Medical Center (EVMC) 
near do~ntown Norfolk. which approximates the geographical center of population in southside Hampton 
Roads. The EVMC lies at the eastern end of the Midtown Tunnel to Portsmouth, which connects via 
limited-access highway to 1-664 to Newpon News. EVMC is also within two miles of 1-264 which runs 
from Virginia Beach to Suffolk and within two miles of the nonhem tenninus ofl-464 &om Chesapeake. 

Thus. interstate highway or equivalent connections link the Eastern Virginia Medical Center with all seven 
major cities of Hampton Roads. Relative to the disuibution of population and considering the pattern of 
roadways and the impediments to travel rr:ated by the wa:~'lys, this location provides a high level of 
geographic accessibility for the population of the health planning region. 

4.I.G. Less costly or more effective altemate methods of reasoaably meetinc identified health 
sen·ice needs. 

This criterion involves two considerations: "less costly" and --more effective··. 

Len Costl"·· This consideration has been extensively addressed under the SMFP "c:ost" standard on pages 
11-20 above. As described there, available data is not sufficient to reach a reliable conclusion as to whether 
an SNGH liver transplant program would or would not have hiJher net revenue or higher expenses per 
patient than the three existing programs in Virginia. However. the superior O\:n-a/1 net revenue and cost 
performance of SNGH. as compared to other teniary-care hospitals in Virginia (see Table C), cenainly 
suggests that SNGH net revenue and expenses per liver transplant patient would not be higher than those of 
the existing programs. 

Although the EVHSA staff repon and comments by MCVH in opposition to this application contend that 
this project would result in a large duplication of existing health system costs. the DCOPN review finds 
little basis for these contentions. The applicant assens. credibly, that since the liver transplant pro~m 
would be only an addition to the existing. well-established nnsplant activity at SNGH. very little in the 
way of new resources would be required. 

Based on the applicant's pro forma. DCOPN's analysis finds that approximately S 165,000 (depreciation. 
"other·\ and one-half of the specifically identified salaries and benefits) or about8.5% ofSNGH's projected 
total e:\penses in year 2 for the liver transplant program are duplicalive of expenses that rmLSI continue to be 
incurred at existing liver transplant programs. regardless o( whether SNQH establishes a program. 

240 



COPN Request No. V A·S969 • Sentara Norfolk General Hospital 
February 23, 1997. 
Page S8 

00691 

Using the data and assumptions in the applicant's pro forma, a number of "transplant-equivalent" patients 
can be calculated, which encompasses projected patients actually transplanted. projected patients managed 
on a waiting list. and projected patients evaluated. On this basis. the incremental and duplicative cost of the 
proposed program. per "transplant-equivalent" patient projected in year 2, is about $9,000. 

What must be offset against this duplicative cost per "transplant-equivalent" patient are the expense 
reductions that would be expected to result from establishment of a liver nnsplant program at SNGH. 
These are described on page S3-S6 and in Table P above. They include reduced travel and lodging expense 
for patients and families. They also include some elimination of duplicative tests and other procedures and 
some reduction of emergency medical transfers. 

However, it is hard to imagine that the identified expense reductions would equal the identified duplicative 
costs expected to result if this project is implemented. Accordingly, there would likely be some net 
additional cost placed into the health care system as a result of this project. although the amount would not 
be large by any comparative standard. On balance, it appears that it would be slightly less costly to meet the 
needs of the population for liver transplant services by continuing to rely on the existing services. 

1\fore EfTectj'\·c. Excluding the expense and convenience issues just discussed, it is hard to see that 
implementation of this project would materially improve the tffectiventss with which liver transplant 
services are provided to the population of SNGH's potential service area. The effectiveness of the present 
service arrangements, specifically at MCVH. appears to be quite high, in tmns of service availability, 
service accessibility, quality of care, patient outcomes, and patient satisfaction. This review finds no 
ev1dence that the proposed new liver transplant service at SNGH would be more tfftctivt than continuing to 
rely on present arrangements. 

In facl there is one consideration suggesting that it could be more effecti\·e for patients from SNGH's 
potential service area to continue to be served by MCVH rather than by a new program at SNOH. This 
consideration involves a single waiting list for liver transplantation, if MCVH remains. as now, the only 
liver transplant program in the area served by LifeNet. the orpn procurement organization which would 
serve both MCVH and SNGH. Regarding this point. MCVH stated (MCVH response of217/97 to questions 
submitted to MCVH by DCOPN, datecl12/4/96 and 1216196): 

... Table 52 from the OPTN 1995 annual repott. •. summanz .. [nationwide] waiting-list mortality for the period 
of 1989-1994. Asia evident. [nationwtde] waitin;-tist mortality ranged between 7.8 and 9.2 percent per year 
dunn; this time frame. Waiting-list mortality It MCVH during the period 19&11hrou;h 1990 exceeded 20 
percenl The reasons for this were the small numbers of tranlplantl pefformed at MCV d&lrfn; that period of 
time and ttw lack of a dedicated fiver transplant surgeon and phySic:ian to manage theM pdents. 

Since 1191, with the creation of the c::unent MCV transplant team including dedicated liver transp .. nt 
surgeons and physicians. waiting-lilt mortality has fallen to en all-time low averaging 3.8 percent during the 
past six years .... (with a range] from 0.5 percent per year .... 

Our program is able to keep waiting-fist monaJity It this very low figure by careful follow-up and assessment 
of eaCh patient's condition. Patients with liver diiHse progress and devefop complications at vatiab'e rates. 
Some patients may not progress as fast as anticipated and may, therefore. await organ transplamation for 18 
months or longer. In ccn17Ut. 01her patients may deteriorate more rapidly and/or are referred to our fiver 
transplant center in a much more deteriorated state and require organ transplantation within days of be•ng 
placed on the active liver ~lant ·waiting list. By being the only rwer tl'lnsp .. nt center served by our organ 
procurement organiZation roPOj, any organ donated locally can be used for the ·s•ckest• pat.ent on the 
wa1t1ng list. rattler tt'lan the patient who has waited the longest period of time. 

241 



COPN Request No. V A-5969 • Sentara Norfolk General Hospital 
February 23, 1997 00692 
Page 59 

In contrast. if a second liver transplant program at Norfolk/Sentara hosprtal were to become 1 reality. there 
would then be two liver transplant programs competing for org~ns within the same OPO. Thts would 
necessitate a common waiting list. and patients would then receive organs based upon waitin~ist time 
rather than based upon actual disease severity. 

The anticipated efred of this would be to increase waiting-fist mor1ality at both centers. For ex~le. assume 
there are two patients. one listed at N~k/Sentara and the 01her at MCV, bo1h at hOme awaiting hepat1c 
transplantation. The patient It MCV hal been on the waiting rtSt for one year. is stable. and has gOOd 
under1ying hepatic reserve. In contrast. the patient It the NorfoCk/Sentara program was recentty placed on 
the waiting list with more advanced liver disease. but is not ill enough to reQuire holpi1alization. The next 
donated organ would go to the more stable patient at MCV Who hal waited longer, rather than the patient 
with more advanced liver c1isease at Sentara/Norfolk who hal less waiting time. 

This statement from MCVH seems clearly to show the following: 

• MCVH has done a distinctly superior job of managing its liver transplant waiting list in recent 
years. The average program has not done nearly so well, and a ~~~program would not be 
upectedto do as well as MCVH is doing in minimizing waiting-list monality. 

• The organization and staffing of a program can make a great difference in program results in a 
relatively shon time, even if other aspects of the environment remain about the same. 

~-

The above statement ftom MCVH does nor seem clearly to show the following, although it may have been 
intended to do so: 

• That there is a large and certain relationship between liver transplant volume and waiting-list 
mortality. 

MCVH's liver transplant volume averaged 18 during the years 1988-1990. These years were in 
the period of high waiting-list monality (said to be 20+ percent) at MCVH. which was more than 
twice the national average (about 9 percent during the period 1988-90. earliest available data). In 
the next two years (1991-92), MCVH's liver transplant volume averaged 29, an average increase 
of 12 transplants, but waiting-list monality fell by about three-founhs. to a level of five percent or 
less. 

It is difficult to believe that the increased activity associated with 12 more transplants per year 
would be the principal cause of such a dramatic reduction in waiting-list monality. It seems likely 
that re-organization and re-staffing of MCVH's liver transplant propam were the main factors in 
the dramatic improvement 

• That a new program would be highly unlikely to match the good waiting-list results at MCVH. 

It is plausible that experience would lead to superior results, but MCVH's dramatic improvement 
came from losing much ofthei' institUiionDI ~'ience and c'eDting Q n~ live' tf'ansplanrream. 
If' MCVH could get such an improvement from a new team, why couldn't a new liver transplant 
program get good results from a new team. especially a new liver transplant team supported b~· an 
established overall transplant center? 

The principal lesson of the MCVH experience with waiting-list mortality seems to be that personnel 
recruitment and organization. rather than volume of cases, are key to good results. 
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Yet. the above observations do not detract from the plausibility of MCVH•s contention that a single­
program waiting list in an organ procurement orpnization·s area permits more effective management of the· 
patients than would be possible with a twe>program waiting Jist. Although OCOPN does not understand all 
the nuances of waiting-list management and organ-recipient matching. DCOPN nonetheless judges this 
factor to be a material point favoring denial of this application. 

Summaey or "Las CMtly" or "More EITec;tiYe" Alternate MethodS· The foregoing indicates that the 
proposed project would be slightly more costly and might be less effective in one significant way than 
continuing to rely on present providers of liver transplant services, especially MCVH, to serve the 
population of SNGH's potential liver transplant service area. 

4.1.H. The immediate and lon&·term fiaancial feasibility oftbe projecL 

The EVHSA suff report states that. "on the basis of its own projections, SNOH's project is not financially 
feasible in its first two years of operation (in the sense of being able to break even)." The SNGH pro fonna. 
reproduced as Table 1 attached. does show negative net income in the first year and much smaller positive 
net income in the second year, so that cumulative net income for the first two years is negative. 

It seems unwarranted to conclude that a project is financially infeasible just because it is not "profitable"' ir. 
its first year of operation and retains a cumulative operating deficit after the first two years. Very few 
enterprises could meet such a standard of financial feasibility. Based on SNOH's pro forma for the first two 
years. it is fairly cleG.r that. ovtr a period of stvtral ytQI'S, especially with gradually increasing volume, the 
SNGH liver transplant service would show cumulative net income which is positivt. 

~1uch more important for analysis, though. is that ··net income'', as shown on the SNOH profonna. bears 
linle relationship to financial feasibility. \Vhat counts in an assessment of financial feasibility is whether 
the marginal (new) revenue from the liver transplant service would exceed the nuzrgina/ cost of establishing 
and operating the service. 

As far as is known, essentially all of the Ji,•er transplant service l"f'\\enve (projected by the SNGH pro forma 
at approximately S2.0 million in year 2) would be ntw revenue to SNQH. In contrast. only a small portion 
of the e:xptnsts shown on the pro forma would be ntw expenses to SNQH. All of the indirtct expenses 
(approximately SO.S million in year 2) are cisting \fixecf') expenses at SNOH, which now would be 
spread across one more cost center (thereby reducing the accounting "cost'' of every other cost center in the 
transplant center or in the hospital). In addition. a large pan-probably most-of the "patient-care" expenses 
(projected by the pro forma at approximately S J .2 million in year 2) are also existing (fixed) expenses at 
SNQH (see discussion on page 17 above). It is likely that well over $1.0 million of the projected year 2 
expenses of the liver transplant service are e:<isting (fixed) expenses at SNQH. 

Accordingly. based on SNGH's pro forma. the tJCtUDI contrilnltion to profit (i.e .• marginal revenue minus 
marginal cost) of the proposed liver transplant service would likely be weU overS 1.0 million in year~ and 
would be subsuntial even in year 1. If SNGH's pro forma is anywhere close to accurate, the proposed liver 
transplant service would be hugely financially feasible right from the start. 

243 



COPN Request No. V A-5969 - Sentara Norfolk General Hospital 
February 23, 1997 
Page 61 00694 

4.1.1. The relationship of the project to the existing health care system of the area in wbicb tbe 
project is proposed. 

Evaluation of this criterion depends on interpretation of "the area in which the project is proposed." The 
customary interpretation of "area., is the planning district or the health planning region. In these contexts. 
this project would relate extremely well to the existing health care system. Since it would be unique within 
the area, this project would not duplicate any costs or disrupt any existing patterns of care within the area. 
and it would increase the accessibility and availability of health care services within the area. 

However, "area" for this project might also be inteJl)reted to encompass the state or at least the two 
contiguous health planning regions of central Virginia and eastem Virginia. In this context. this project 
would involve some (but comparatively small) degree of duplication of costs and would redirect some 
patterns of patient care within the area. This project might also have some deuimental effect on the 
research and training activities conducted at MCVH. These considerations are discussed in greater detail 
under 4.l.L below. 

4.1.J. The a'·ailability of resources for the projecL 

The application states that very few new resources would be required to implement this project. because the 
proposed liver transplant service is only an addition to the existing transr.!ant center at SNGH. All required 
resources for this project appear to be readily available and mostly already in place at SNGH. 

4.1.K. The organizational relationship of the project to Decessary aacillary.aad suppor1services. 

The project would be located in an environment where the necessary ancillary and suppon services are 
already present. 

4.1.L. The relationship of the project to tbe clinical aeeds of health professional traiaiag programs 
in the area ia which the project is proposed. 

Discussion here will also address two other considerations: (1) the closely related concern of review 
criterion 4.1.N concerning the "impact on existing and proposed instiMional training programs for doctors 
of osteopathy and medicine at the student. internship, and residency training levels" and (2) a concern. not 
directly addressed in any review criterion. regarding the potential impact of this project on nsearch 
activities of existing transplantation propam~ specifically research conducted in connection with MCVH"s 
liver_ transplant program. 

Many activities have some minimum feasible level of volume and some optimum level of volume "·hi:h 
affects the efficiency and effectiveness with which the activity is performed. In opposing this applicat1on. 
MCVH has stated the concern that establishment of a liver transplant program at SNQH would reduce the 
volume of liver transplant patients served by MCVH and that this reduction would adversely affect the 
efficiency and effectiveness-and perhaps even the existence-of c:enain training and research activities at 

MCVH. 
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Extent of Beduc;tign jn Ljycr Tnnsplants at MCVB Ljkcly to Be Caysal by a New Prornm at 
SNGR. Relative to this concern, this review has previously found the following: 

• Estimated annual liver transplants on residenu ofSNCiH's potential service area 25·30 
• Projected annual liver transplants a1 SNGH. within a few years of establishment at least 10.1 S 
• Current annual liver transplants al MCVH on residents of SNGH's area about 1 0.1 S 
• Projected. annual loss (next few years) of transplants from MCYH to SNGH no more than 1 0 .. 1 S 

Thus. a majority, but not all, of SNOH's liver transplant volume would be patients who would otherwise be 
transplanted at MCVH. This diversion to SNQH would be expected to reduce MCVH's annual volume by 
no more than 10-15 transplants, at least in the early years. This would be about lSo/o-200/o of MCVH's 
expected future volume. Regarding their future volume, MCVH has stated (MCVH response of 217197 to 
questions submined to MCVH by OCOPN, dated 12/4/96 and ll/6196): 

We exped that liver transplant volume at Medical College of Vcrginia will continue at its ~rrent pace of 6~ 75 
fiver transplants year1y for the foreseeable future. MCVs proieded fiscal year 1997-98 volume is 75 liver 
transplants. This optimum volume is sufficient to SUS1ain MCVs three-part mission of providing excellent 
pattent care: conducting meanangful, productive dinic:al research; and providing teachingltraining opoor· 
tunat1es to medical professionals ..... 

The addition of another liver transplant program in Vrrginia (NOtfolk/Sentala) would divert patien~ from the 
Tidewater area away from the MCVH program. As sucn. (MCVHJ program volume would be expected to 
decrease somewhat. although the exact impact cannot be determined at thiS time. A conlefVative estimate 
would be a 20 percent reduction in liver transplant volume once the Norfolk/Sentara program matures and 
can demonstrate good transplant outcomes. 

Thus, ~fCVH's projection of volume loss to SNGH is about 12·1 S liver transplants per year {a stated ~0% 
reduction of otherwise projected annual volume of 60-75). If MCVH's assumptions hoJd. MCVH would 
perfonn about 50-60 liver transplants per year, after the SNQH program is fully established. From 1988 
rhrough 1995 . .\ICYH never ~rformed a.s many as .10 liver transpltii'IIS, but in 1996 liver transplant volume 
rose to 66 (see attached Table 2 or Table Q above). Therefore, even after the establishment of li\'er 
transplant services at SNOH, MCVH would stiJJ have higher volume than it ever had before 1966, if their 
assumptions hold. From this perspecti\'e, it is hard to see that a new liver transplant program at SNGH 
would hann any interest of MCVH. 

Howe\·er, MCVH's concern about loss of liver transplant volume should not be dismissed too easily. 
~1CVH's maximum projection of7S uusplants per year (absent a MW program at SNGH) could easily be 
too high. This projection represents a 14% gain over 1996 (66 transplants) and a near doubling of 1995 (39 
transplants). If MCVHys future volume, absent an SNGH program. would be 60-65 (instead of the 
projected maximum of 75), and if SNOH took 15 or more of those cases. then MCVH volume would be 
reduced to less than 50 liver transplants per year, a circumstance which would be significant. 

Effect qf Volume Reduction gn Ljvcr Transplant Tnjnjn1 Pmarams at MCVH, While 50 liver 
transpli1nts would still be more than performed at MCVH in any year prior to 1996. important 
circumstances have recently changed, so that performing Ius tlum SO liver transplants per year would now 
be·-but would not previously have been-denimental to an MCVH training program. MCVH has ad\ ised 
(MCVH response of217/97 to questions submined to MCVH by DCOPN, dated 12/4/96 and 1216/96): 

T~e MCVl-i liver transl)lant prog~m is accredrted by tne American Society of Transplant Surgeons (ASTS) 
and the Amenc:an Society of Transplant Pnys•e~ans {ASTP). The minamum number of laver transl)lants 
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necessary to maintain these accreditations is 50 per year .••• The ASTS requires 1hat 1 Uver Transplant 
Program must perform a minimum of 50 liver transplants per year, continUOUSly. to rernlin acc:redite<l as a 
Transplant Fellowship Training Program. 

In a subsequent telephone conversation., MCVH explained thai prior to 1996 the ASTS volume requirement 
was only 25, which pennitted MCVH to be accredited in past years. Thus. if MCVH liver transplant 
volume were now to fall below SO per year, which a new program at SNOH might well cause to happen, 
MCVH would l~se accreditations and fellowship !raining opponunities which MCVH has had for a number 
of years. These accreditations apply to training of both liver uansplant surgeons (ASTS) and transplant 
hepatologists (ASn). 

While the establishment of a liver uansplant program at SNOH might well cause significant ltarm to 
training programs at MC'YH, no evidence has been offered that establishment of a liver transplant program 
at SNGH would provide material ~nefitto any training progrfJIII aJ SNGH or tz1 EYMS. The application is 
silent on this point. and no later communication &om SNOH addresses it either. The application and later 
correspondence include only one letter of suppon from EVMS (L.D. Britt. M.D .• Chainnan, EVMS 
Department of Surgery}, and that letter speaks only of advantages for patient care of establishing the 
proposed service. 

In this regard. MCVH stated (MCVH response of 217/97 to questions submitted to MCVH by DCOPN, 
dated 1214/96 and 1216/96): 

[SNGH does not), to our knowledge, have a surgical training prog~m and their medical house stafr would not 
participate in the care of liver transplant patients Recent guQttines regarding intemal medical house staff 
training specifically eliminate transplantation as an area of training. Thus there is no spec:ific: educational 
mission to a proposed liver transpiant program in NOf'folt/Sentara Hoaptal. 

It is difficult for DCOPN to evaluate all the ramifications of these circumstances. Nonetheless. DCOPN 
believes there is a significant public interest in the Commonwealth's largest medica! school (and one of the 
nation's pioneer liver transplant centers) maintaining accreditation and fellowship opponunities in liver 
transplantation. Presumably, 'C.W& cannot do this. since UV AH's liver ttansplant volume fell to 37 in 
1996, after declining for the t\VO years prior. 

On balance, DCOPN believes that the establishment of a liver transplant propvn at SNOH has a 
considerable likelihood (less than certain, but more than negligible) of harming transplant training programs 
at MCVH. This is judsed to be a material factor favorin& denial of this application. 

Effect gf Yolgmc Bcdyctiqp og LiY«r Tnnsplant Bnren;h at McyB. In a presentation made by 
MCVH personnel to SNOH senior management in September 1996 (copies of the presentation slides later 
provided to EVHSA and DCOPN). MCVH noted as a strenp of their liver transplant program that cenain 
.. specialized techniques" had been developed there. DCOPN asked MCVH to amplify this point and place 
it in some context that mipt give it more meaning for review of the SNOH application. DCOPN asked 
MCVH these questions regardin& the cited "specialized techniques" developed there (DCOPN questions to 
MCVH. dated 1216/96): 

• Do they set the MCVH program apart from most others? 
• Does the development of these specialized techniques reflect a substantial research program at 

MCVH related to liver transplantation? 
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• Would research and/or developments like these at MCVH be significantly aided by a considerable 
increase in liver transplant volume or significantly banned by a considerable decrease in liver 
transplant volume? · 

MCVH responded (response of217/97): 

No technical or pharma~ogical advancements in transplantation have occulTed outside of a research 
dedicated tnll'\splant university. Two major areas of tran~Qlant research involve inducing toCerance (the 
ability of a host to accept a foreign tissue without reiection) and reducing the complications of long-term 
immunosuppression drugs on patients and their transplanted organs. 

MCV is the only transplant center in the wor1d to have successfully transplanted isolated human liver cells 
into a cntically ill patient dying of l~er failure. These cells statMiiZed the patients' condition and allowed them 
to receive whof.organ transplant several days thereafter. This techniQue was developed in the Liver 
Transplantation Research Laboratories. Two cf the seven patients treated with this technology were referred 
to MCV from the Tidewater area. These two patients are alive and well today because of this ongoing 
research. 

To perform proper clinical trials. 1 large patient population of transplant recipients is necessary. The MCV 
program has several ongoing. randomiZed dinic:at tnats to develop new and better immunosuppressant 
medications. Such dinical trials could not be performed if a new program at Norfolk Sentara reduced the 
number of patients transplanted at MCV by more than 20%. 

The MCVH response is persuasive in establishing the significance of research recently performed and 
currently underway there. The response underlines the public interest in maintaining and not banning the 
research activities of academic medical centers. However, the response does not clearly indicate that 
establishing a liver transplant program at SNQH would harm present or future research at MCVH. 

For one thing, MCVH has been able to carry out the cited research while performing fewer than 40 
transplants per year. but would-according to their projections-expect to perform considerably more than 
40 transplants per year in the future, even if a program is established at SNQH. Then too, there is no 
evident reason why MCVH and SNQH could not conduct joint resttll'ch on a much larger combined pool of 
patients than MCVH has ever had solely in house. Multi-center medical research seems to be quite 
common-virtually the norm for those stUdies that gain national prominence. 

As with the issues surrounding medical training, discussed immediately above, it is difficult for DCOPS to 
evaluate all the ramifications of the issues sunounding liver uansplant research. Nonetheless, on balance. 
DCOPN is not persuaded that establishment of a liver transplant program at SNQH would hann existing or 
future research at MCVH and might well enhance iL 

Consideration of this issue provides no panicular basis either for recommending approval or for 
recommending denial of this application. 

4.1.~1. The special needs and circumstances or an applicant for a certificate, such as a medial 
school, hospital, multi-discipliaary clinic, specialty center or recional health sen·ice 
pro,·ider, if a substantial portion or the applicant's sel"\ices or resources or both is pro,·ided 
to indi\"iduals not residiac in tbe health planniac recion in ""hich tbe project is to be located. 

The applicant is a regional health service provider. and a portion of the proposed services-but probabl: 
well under ten percent-would be provided to persons residing outside the health planning region. espec:all~ 
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residents of nonheastem North Carolina. This is not judged to constitute a special need or circumstance 
that should materially influence evaluation of this application. 

4.1.N. The aeed and the availability ia tbe health plaaaia& rezioa Cor osteopathic aad allopathic 
sen-ices aDd facilities aad the impact Oil existiac aad proposed iastitutioaal tniaiac 
procrams for docton or osteopathy aad mecliciae at tbe studeat. iaterasbip, aad resideacy 
traiaiaclevels. 

Considerations related to this review criterion are discussed under 4.1.L below. 

4.1.0. ne special Deeds aad drcumstaaces of laealtb maiateaaace orcaaizatioDS. Wbea 
coasideriac tbe special aeeds aad circumstaaces or health mainteaaace orcaaizations. tbe 
commissioaer may craat a certificate for a project if tbe commissioaer fiads tbat tbe project 
is aeeded by tbe earolled or reascuaably aaticipated aew members of the bealtb maiateaaace 
OI'JaDizatioa or the beds or services to be provided are aot available from providers wbicb 
are aot health maiateaance or&aaizatioas or from otber bealtb maiateaaace orcaaizatioas 
ia a reasonable aad cost efrecm·e maaaer. 

Although the parent organization of the applicant operates one or more health maintenance organizations, 
no sptcial needs or circumstances of health maintenance organizations have been assened or are evident in 
this case. 

4.1.P. The special aeeds and circumstances for biomedical and behavioral research projects wbicb 
are desicned to meet a aational aeed aad for wbicb local coaditioas otter special advantages. 

This review criterion, as it is worded, does not appear relevant to this application. However, the potential 
effect of this project on research activities at MCVH is relevant and is discussed under 4.l.N above. 

4.1.Q. Tbe costs and benefits oftbe coastr'Uction associated with the proposed project. 

No construction is associated with this project. The projected capital costs of $61,900 consist entirely of 
equipment and professional fees. 

4.1.R. ne probable impact or tbe project 011 tbe costs of aad charces for providiaa haltb sen ices 
by tlae applicaat for a cerdticate aad oa tbe costs aDd cbarces to tbe pablic for providiac 
•ealtb services by other persoDS ia tbe area. 

These issues are discussed extensively under the SMFP .. cost,. swadard, pages 12-20 above. In summary, 
that analysis finds that an estimated S 165.000 of new costs, excluding new costs for physician services 
(which are outside the scope of the application and not readily estimated). would be placed into the health 
care system of Virginia as a result of this project. 

The addition of this service to SNOH's present array of services would almost cenainly reduct unit costS at 
SNGH. as a result of increasing units of service output with a relatively small increase in resources 
consumed. By the same token, the establishment of a liver transplant service at SNGH would almost 
certainly inc,.tast unit costs at MCVH, as a result of decreasing units of service output at MCVH while 
pennitting only a much smaller decrease in resources consumed. 
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How these cost effects might influence charges is highly speculative. Hospital charges and (the more 
imponant) contractual agreements reflect management attitudes. competitive conditions, and the o"·erall 
financial condition of the hospital. The addition of a new liver transplant service at a low-cost. low-charge 
hospital9 such as SNOH. might well result in a reduction in average charges/average net revenue per liver 
transplant patient in Virginia. However, this is so speculative that it cannot reasonably be viewed as a factor 
favoring either approval or denial of this application. 

4.1.S. Improvements or innovatioDS ia the fiaaacinc and delivery or baltb semces which foster 
competition and serve to promote quality assurance and cost effectiveness. 

This project does not appear to encompass any improvements or innovations of the kind envisioned in this 
review criterion. 

4.1.T. In the case of health senices or facilities proposed to be provided, the efficiency and 
appropriateness of the use of existinc services and facilities in the area similar to those 
proposed. 

This is the ultimate criterion for this project review, and it will be used to summarize the findings and 
conclusions of the review. For this purpose9 Table A from page 6 is reproduced and expanded here. 
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TaiWQ 
SUMMARYEVALUAnDN 

OF PRINCIPAL POINTS IN SUPPORT OF AND IN OPPOSmON TO 
ESTABUSHMENT OF A LIVER TRANSPLANT PROGRAM 

AT SENTARA NORFOLK GENERAL HOSPITAL 

SNGH ~oints in Support DCOPN MCVH Pointa in Opposition 
Evalaatiaa 

!Travel from the SNGH area to MCVH is A..-. beat nteat 1"~.! to MCVH from the SNGH service area 
burdensome for liver transplant patients and or burdea doa !il•usy•. Patients have testified to the 
families. For some parts of the SNGH service DOtseetDiarpia ~and the quality of care at MCVH. 
area. travel time to MCVH exceeds the SMFP IIIOit c:ua. 
standard of two hours. 
[The number of liver transplant patients from Acree. Tilt MCVH hal ample capacny to serve the 
~ potential SNGH service area for liver a•mber from tbt !existing and futuN caseload from the SNGH 
~nsplantation constitutes an adequate ara is 25-30. Not [area. The pouibillty ttaat SNGH would meet 
caseload for a new program. all would 10 to minimum volume standards il not a sutricient 

SNCH,batat reason to establish a new liver transplant 
least 10.15 woulcl. 

SNGH is a long-established pi"'VVder of Acree. lA new liver transplant program would have 
transplant services and has had excellent ~ mortality and rnon:Ndity than MCVH's 
results with existing transplant programs. . . ~,.,, 

A liver transplant program It SNGH would Acne. but befttflt Dividing one larger cuefoad into two smaller 
eliminate the medical risk of transfemng .. lftl iaf'requtDL ~ cfiminishel the opportunity to manage the 
acutely ill patients from SNGH to MCVH. It overall pool of patients for optimal outcomes. 
would reduce probtems of ~mal 
communication and lapses in the continuum of 
care. 
SNGH is an established provider of transplant AI,..,.. but.,_ ';.. new program wiU result in higher overall 
services for other organs. Estabtishment of HW GJtd flMplj. costs and higher cost per case for liver 
this program would require few new resources =tiw cost Ubfy nt seMcls in V.r;inia. 
and little new cost inwoh'td. 
A liver transplant program at SNGH would Aane. but beoerlt 
eliminate the cost of transferring acutely i.ll _.. ialrequeaL 
patients from SNGH to MCVH. 
~ liver transplant program at SNGH would Al"ft. IKit eu.nt 
~iminate the costs assoc:i8ted with duplicate of bttlefit aot 
performara of seMc:es, testa, and ..... i .... 
procedures. which often occ:ur. when pDents J•dpdtobt 
begin their her care under 1 Sentara ....... 
physician and then enter the transplant 
!program at MCVH. 

RedUCtion in MCVH transplant votume would .. • dec:t transplant 1raining at MCVH. 

Rlduc::lion in MCVH transplant volume would 
.. . . ._ .. dec:t transplant raun:h at MCVH. 

In final summary, DCOPN finds: 

DCOPS 
Ewaluatioc 

Generally diJ. 
acree re. acce 
Aaree re. qua 

Acree. 

Disal'ft. 
Assertion no· 
subscantiatec 
Acree.- but 
unccnain as 
eztent of bt' 

Gcnenlly 
disacree. N• 
additional t1 

modest. 

Acree but• 
considenb 
unnnain~ 

Disacr"· 
AIMrtton r 
substancia1 

• The potential service area for an SNQH liver transplant program encompasses about 1.6 million 
persons. ;stablishment of a liver transplant program at SNQH would markedly impro'e 
geographical accessibility of liver transplant services for much of this population. even though 
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more than one-half of this population lives within two hours driving time of MCVH. \Vhile 
establishment of a liver transplant program at SNGH would substantially improve geographical 
accessibility of services, it does not appear that it is a huge burden for most persons to uavel to 

-Richmond for these services. This consideration favors approval of the application, but only 
modestly so. 

• The question of SNGH achieving at least the standard of minimum annual liver transplant volume 
in a reasonable period of time is not a significant issue. SNQH is likely to perfonn at least 12 liver 
transp1ants per year within two to three years of establishing their program. SNGH has been able 
to achieve and maintain at least the standard of minimum annual heart transplant volume. even 
though hean transplantation is a substantially lower-volume and {at least in Virginia) more 
cro,-.ded field than liver transplantation. 

• ~nen the data is carefully examined, there is little to substantiate contentions that a liver transplant 
program operating at SNGH's likely volume would be expected to experience high monality. The 
statistical link between transplant program volume and monality is very weak. except historically 
for a few centers that performed only two or three transplants per year over a period of several 
years and a few centers that began operation and then soon terminated, suggesting that severe 
operational problems were encountered. Regression analyses perfonned by DCOPN found that. at 
most. only fh·e percent of the variation in ;r.ift survival among transplant cc:nters was statistically 
explained by transplant volume. 

• The question of large costs being added tn the health care system as a re~ult of this project is not a 
significant issue. Some, but very modest net addition of costs is likely. About 90% of expenses 
shown in the SNGH pro forma are already present at SNGH. 

• ~1CVH's contention that a single-facility waiting list pennits better management of patients and 
bener resultS than a two-facility waiting list is regarded as plausible and important. This 
consideration favors denial of the application. 

• There appears to be a significant likelihood .. but not cen.ainty. that establishment of a liver 
transplant program at SNGH would cause MCVH to fall below the minimum annual volume of SO 
transplants now required to maintain accreditation as a site for li\·er transplant fellowship training 
programs. This consideration is viewed as important and favors denial of the application. 

• There is very little reason to believe that establishment of a liver transplant program at SNGH 
would hann research activities at MCVH. It might even complement them. 

Staff Recommendation 

The Division of Certificate of Public Need recommends denial of this application for the following reasons: 

l . ~o substantial need for the proposed new service has been demonstrated. 
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A single-facility waiting li~ as now exists with only one liver transplant program in the organ 
procurement organization's area, penn its better management of patients on the waiting list and 
decreases waiting-list monality. 

3. Establishment of a liver transplant program at SNGH has a considerable probability of reducing 
volume at MCVH to a level that would hann training programs now in operation at MCVH. 

Anachments: Table 1, Statement of Projected Revenues and E:spenses SNGH 
Table 2, Transplant Vglyme Vjrzjnja Transplant Proarams-1988-1995 
Table 3. l!NOS Center-Spc<:jfic Results Liver Transplants (by volume of transplants} 
Table 4, Lrli.JOS Centcr-Spccjfic Rcsylts Liver Transplants (by probability-weighted 

difference between actual and expected survival) 
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Revenue 

Gross patienl charges: 
Transplants performed 
Patients listed 
Patients evaluated 

Total gross patient charges 
Contractual adjust. & bad debts 

Net revenue 

Nel mvenue as " gross charges 

Direct e•penses: 
Salaries 
Benefits 
Depreciation 
Other 

Expenses 

Patient care costs 
Total direct expenses 

Indirect expenses 
Total expenses 

Contribution margin (net rev.- dir. e•p.) 
Conlribuliott maiJiin os " rtel ~evenue 

Net Income 

Nel income as " nel revenue 

NOTES 

TABLE 1 

Statement of ProJected Revenue 21nd E•penses 
Proposed Liver Transplant Program 

Sentara Norfolk General Hospital 

No. 

Patients 

6 
~8 

96 

Year 1 
Total 

Amount 

912,738 
~10,78~ 

101,568 
1,425,090 

Per 

Patient 

152,123 
8,558 
1,058 

NMF 

No. 

Patients 

12 
96 
192 

Year 2 
Total 

Amount 

1,916,748 
862,656 
213,312 

2,992,716 
(497.373) ( 1,023,272) 
927.711 1,969.~44 

65. '" 65.8% 

67,153 69,473 
10,440 10,858 
9.~80 9.~80 

172,500 105,000 
622,781 1,245,562 
882,354 1,~40,373 

305,506 500,812 
1.187,860 1,941,185 

~5.363 529.071 
4.9% 26.9" 

(260,143) 28,259 
·28.00~ '·"" 

1 Baste data from SHGH ltver Jranulanl Pro fillltl.i.~l.cnlCnJ..:.fim..l.l..Z. revised. 

Per 
Patient 

159,729 
8,986 
1,111 

NMF 

2 Sublotal and total amounts calculated by VOHIOCOPN These may d1ller immalenally from the source, due to rounding pJecedures. 

l Percentages calculated by VOWOCOPN 

4 ·NMf-" = no meamnglul ltgure 

Percent 

Change 

Yr.1-Yr. 2 

110% 
110% 
110o/. 
110% 
106% 
112% 

3% 
4% 
0% 

-39% 
100% 
63•"' 
64% 
63% 

1066•A. 

NMF 

Pet. Chg. 
Per 

Patient 

5.0% 
5.0% 
5.0% 

0 
0 

" 0 
c..; 



TABLE2 
Volume of Solid-Organ Transplants 

Virginia Transplant Prograrna-1988-1995 oo~~~nn. Comment 

Aat.ofChg. Ae. C.lc. 

1H1·12 of Raw 

Hospital 1988 1989 1990 1991 1992 1993 1994 1995 tD 1 tN-15"' of Chg. 

Kidney Transplants: 

Roanoke Memorial 0 0 0 0 0 11 20 18 NMF• 
Fairfax 0 0 0 0 9 22 38 26 NMF 
Univ. of Virginia & Child. Re. 25 43 62 58 55 52 41 50 -7.0% 
Henrico Doctors 0 0 7 17 26 28 40 43 24.5% 
Med. Coli. of Virginia 41 47 57 34 38 45 46 29 1.4% 
Sentara Norfolk Gen. 50 53 78 52 47 42 47 35 -6.1% 
Virginia Total 116 143 204 161 175 200 232 201 1.1•,4 
Avg. Vol. (prog. w/activ.)• 39 48 66 40 42 38 39 3" ~.1% 

Sentara NGH as % of va. Total 43" 37% 38% 32" 27% 21" 20% 17% ·14.0% 
U.S. Total Volume 9,041 1,981 9,179 10,122 10,231 11,021 11,391 NAV 4.9•k to 1113--M 

Va. as " of U.S. Total 1.3" 1.5% 2,,, 1.5" 1.1% 1.1% 2.0% NAV 8.00-' to fii3-e4 

He1rt Transplants: 
Fairfax 9 11 12 10 12 19 22 12 15.6% 
Univ. of Virgin•a & Child. Re. 0 3 20 25 25 22 27 22 .0.7% 
Henrico Doctors 0 , 10 11 17 12 9 8 -15.3% 
McGuire VA Med. Ctr. 27 ,, 12 10 7 6 12 12 12.2% 
Me d. Coli. of Virgin•a 46 18 20 25 15 8 4 2 -46.9°At 
Child. Hosp. Kings Daugh. 0 0 7 3 3 , 3 3 0.0% 
Sentara Norfolk Gen. 0 10 16 21 8 9 14 13 ·2.4% 
Virginia Total 82 54 97 105 17 77 91 72 ·5.3% 
Avg. Vol. (prog. w/adiv.)• 27 13 ,. 15 12 11 13 10 -5.3% 

Sen tara NGH as % of Va. Total 0% 19" 15% 20% '" 12" 15" '"' 4.6% 
U.S. To~l Volume 1,676 1,705 2,108 2.125 2.171 2,297 2,340 NAV 3.9·~ to 1t93--M 

Va. as % of U.S. Total 4.9% 3.2" 4.6% 4.9% 4.0% 3.4" 3.9" NAV -10.0% tc 1ii3-e4 

Lung T,.nsplants: 
Fairfax 0 0 0 1 1 2 6 2 58.7% 
Univ. of Virginia & Child. Re. 0 0 3 8 17 18 13 15 3.8% 
McGuire VA Med. Ctr. 0 0 0 1 1 1 1 3 26.0% 
Med. Coli. of Virginia 0 0 0 3 • 5 0 4 -17.0% 
Sentara Norfolk Gen. 0 0 0 0 3 3 2 4 0.0% sence 1992 
Virginia Total 0 0 3 13 26 29 22 21 a.6•k 
Avg. Vol. (prog. w/activ.)• NMF NMF 3 3 5 6 6 7 13.9% 

Sentara NGI-i as " of Va. Total NMF NMF 0% 0% 12% 10% '" 14" 3 .• % srnce ,992 

U.S. Total Volume 33 93 203 405 535 166 722 NAV 21.5% to 1H3--M 

Va. as% of U.S. Total 0.0% 0.0% 1.5" 3.2% 4.1" 4.4" 3.0% NAV -4.2" to 1i9J.I4 

Heart-Lung T,.nsplants: 
Univ. of Virginia & Child. Re. 0 0 0 2 0 0 0 0 NMF 
McGuire VA Med. Ctr. 1 0 1 0 1 0 , 0 NMF 
Med. Coli. of Virginia 1 0 1 2 1 1 0 0 NMF 
Sentara Norfolk Gen. 0 0 0 0 0 1 1 1 NMF 
Virginia Total 2 0 2 4 2 2 2 1 NMF 
Avg. Vol. (prog. w/adiv.)• 1 0 1 2 1 1 , 1 NMF 

Sentara NGH as% of Va. Total 0% NMF "" 0% 0% 50% 50% 100% NMF 
U.S. Total Volume 14 67 52 51 " 60 70 NAV 14.6•t. to .,993-,. 

va. as % of U.S. Total 2.7" 0."" 3.8" 7.8" 4.2" 3.3" 2.9" NAV ·28.2% ro 1993-9~ 

VOH.OCOPN Pa;e 1 2.'23197 
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Volume of Solid-Organ Transplants 
VIrginia Transplant Programs-1188·1195 

QQ7Q5AYJ.Ann. Comment 
Rata of Chg. Re. Calc. 

1ft1·12 of R.te 
Hospital 1188 1989 1990 1991 1992 1993 1994 1995 to11M-tr ofChg. 

Pancreas Tran•plants: 
Fairfax 0 0 0 0 2 3 7 3 NMF 
Univ. of Virginia & Child. Re. 1 5 9 6 3 10 7 5 10.1% 
Med. Coli. of Virginia 0 0 0 0 0 2 9 11 NMF 

Virginia Total 1 5 I 6 5 15 23 11 56.3% 
Avg. Vol. (pro;. w/adrv.)• NMF 5 9 6 3 7 a 6 18.1% 

Sentara NGH as " of VB. Total NAP- NAP NAP NAP NAP NAP NAP NAP NAP 
U.S. Total Volume 2•1 '17 528 531 557 "' .. 2 NAV 21.9% to 1113-~ 

Va. as " of IJ. S. Totai 0.4" 1.2% 1.7% 1.1" O.t" 1."' 2.7% NAV 51.8% to 1993-11!4 

Uver Transplants: 
Fairfax 0 0 0 0 • 14 18 37 NMF 
Univ. of Virginia & Child. Re. 1 17 $1& 51 38 66 62 53 9.7% 
Henrico Oodors 0 0 0 5 0 0 0 0 NMF 
Med. Coli. of Virginia 21 18 16 27 31 37 33 39 7.5% 

Virginia Total 22 35 70 83 71 117 113 129 16.3·~ 

Avg. Vol. (prog. w/adiv.)• 21 18 35 28 3o4 39 38 .3 1.7% 
Sentara NGH as % of Va. Total NAF>- NAP NAP NAP NAP NAP NAP NAP NAP 

U.S. Total Volume 1,713 2,201 2,690 2,9M 3,0M 3,4&0 3,152 NAV 1.1% to 1113-M 

Va. as% of IJ.S. Total 1.3" 1.6;.; 2.6" 2.8" 2.3% 3.4" 3.1" NAV 12.6" to 1993-84 

To~l Above Tf'lnsplants: 
Roanoke Memorial 0 0 0 0 0 11 20 18 NMF 
Faarfax 9 11 12 11 28 60 91 80 63.7% 
Univ. of Virginia & Child. Re. 27 68 148 150 136 168 150 145 1.0% 
Henrico Doctors 0 1 17 33 43 40 49 51 9.6% 
McGuire VA Med. Ctr. 28 11 13 11 9 7 14 15 13.2% 
Med. Coli. of Virginia 109 83 94 91 89 98 92 85 -0.6% 
Cnild. Hosp. Kings Oaugn. 0 0 7 3 3 1 3 3 0.004 
Senta~ Norfolk Gen. 50 63 94 73 58 55 64 53 ·3.7% 

Virginia Total 223 237 315 372 366 4&0 U3 '50 8.1·~ 

Avg. Facil. Vol. (prog. w/activ.)• 45 47 55 53 52 81 60 56 3.4°~ 

Sentara NGH as " of Va. Total ~ 27% 24" 20% 1n 13% 13% 12% -11.0% 
U.S. Total Volume 12,781 13,.71 15,460 16,188 16,101 18,251 11,017 NAV 6.6·~ to 1913·M 

Va. as % of U.S. Total '·"' '·"' 2.!" 2.3% 2.2% 2.4" 2.!" NAV 4.9% to 1gg.).g4 

Sources: Cata fer 1_.1_. from lii~ !DDr.JI' Bma aflbl US 5siic!lli!!s: BGilb afT!JDIDIIDS BeM!1fllasllbl QmiC emsiW'I::!!I~l 
and TraQMLintatjQn Ntptwor!s TCJQIQ!tnt Dill' 11M· 1ft! Uniteel Netwott fot Organ Sl\anng. 1815. Data for 1195 from 

U\e V~tginia Transp&ant Council, rev!Md Mard'l 1916. 

•Notes: 

1. The IVera;e annual rate of cnange is calculated n the change between the ,.., of the CSat8 for 1 tl1·82 (or 1 tl2·83 if indacated) 

and the mean of Ute da1a for 1994-9! (or 1 993-i' if indiclted). 

2. '"NMF• • no meanangfut fi;urw. The numbers art tao small or the data period too shOrt to produce valid statiltic:l. 
3. •NAp- • not applica~te. -.u..v- • not avaiiabte. 

•. ·Av;. Vol. (prog. wfacrv.,- excludeS PrD;ramt with no transplants in that year and e1dudel a prDgram's stan-up year. 

w1'11C1'1 is usually less tf'lan a full year. 
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TABLE3 

UNOS Center-Specific Results 
One-Year Graft Survival 00706 Liver Transplantl1011187·12131191 

(facilities anayed by volume of transplants) 

No. of Actual Expect8d Differwnce "p'• Diff. X 

Hospital Transplants Pet. Surviv. Pet. Surviv. Act·Exp. Value 1·"p'' 1·""p .. 

Univ of Pittsburgh-Presby Hosp 1705 66.8 64.4 2.4 0.01 0.99 2.4 

Univ of Calif-Los Angeles 679 82.7 82.8 .0.1 0.98 0.02 0.0 
Univ Nebraska, Univ Hosp 532 71.8 65.4 6.2 0.00 1.00 6.2 
Baylor Univ Med Ctr 494 72.0 69.2 2.8 0.14 0.86 2.4 
Univ of Chicago Med Ctr 376 !0.3 62.1 ·11.8 0.00 1.00 -11.8 
Children's Hosp of Pittsburgh 345 67.5 65.0 2.5 0.25 0.75 1.9 
Univ of Michigan Med Ctr 319 66.5 68.2 -1.7 0.49 0.51 -0.9 
Univ of Calif-San Francisco 318 80.2 69.4 10.8 0.00 1.00 10.8 
Mt Sinai Med Ctr 313 69.0 67.8 1.2 0.62 0.38 0.5 
Calif Pacffic Mecl Ctr 286 80.4 68.2 12.2 0.00 1.00 12.2 
Univ of Wisconsin 275 70.9 65.6 5.3 0.05 0.95 5.0 
Rochester Methodist Hosp 221 78.7 70.0 8.7 0.00 1.00 8.7 
New England Deaconess 188 62.8 66.3 -3.5 0.28 0.72 ·2.5 
Rush-Presbyterian-St Luke's 158 51.9 59.1 -7.2 0.05 0.95 -6.8 
Sames Hosp/St Louis Child. Hosp 144 59.0 66.2 -7.2 0.05 0.95 -6.8 
Johns Hopkins Hosp 135 60.7 65.5 ...c.8 0.22 0.78 -3.7 
Ochsner Transplant Ctr 132 63.6 71.1 -7.5 0.05 0.95 ·7.1 
Univ of Virginia Med Ctr 122 67.2 67.7 .0.5 0.91 0.09 0.0 
Indiana Univ Med Ctr 121 61.2 68.3 -7., 0.08 0.92 -6.5 
Univ of Minnesota Hosp 117 75.9 72.1 3.8 0.34 0.66 2.5 
Emory Univ 113 ~.8 69.0 ...C.2 0.32 0.68 ·2.9 
New England Med Ctr 111 67.6 66.4 1.2 0.79 0.21 0.3 
Univ of Colorado Hosp 106 78.3 73.2 5.1 0.21 0.79 4.0 
Hosp of the Univ of Penn 103 57.8 68.3 ·10.5 0.02 0.98 -10.3 
Duke Univ Med Ctr 101 53.5 69 . .C -15.9 0.00 1.00 -15.9 
Children's Med Ctr of Callas 98 68.8 66.2 2.6 0.57 0.43 1., 

Cedars.-Sinai Med Ctr 97 76.3 65.6 10.7 0.02 0.98 10.5 
Cleveland Clinic Found 93 71.0 72.9 -1.9 0.67 0.33 -0.6 
Massachusetts Gen Hosp 89 67 . .C 69.3 -1.9 0.69 0.31 -0.6 
Med Coli of Virginia tw 63.1 70.9 -7.8 0.11 0.89 -6.9 
Thomas Jefferson Univ Hosp 82 59.8 66.3 -6.5 0.18 0.82 -5.3 
Ohio State Univ Hoap 79 70.9 70.3 0.6 0.90 0.10 0.1 

Univ of Washington Med Ctr 78 73.1 72.3 0.8 0.87 0.13 0.1 
Froedtert Mem Lutheran Hosp 72 56.9 ~.7 -7.8 0.14 0.86 -6.7 
Univ of Miami-Jackaon Mem 70 .7.1 63.0 -15.9 0.00 1.00 -15.9 
LOS Hos~Salt Lake City 67 62.7 70.8 -8.1 0.12 0.88 -7.1 
Children's Hoap.Cincinnati 66 68.2 65.7 2.5 0.65 0.35 0.9 
Univ of Alabama-Sirmngham 59 79.7 73.5 6.2 0.27 0.73 4.5 
St Christopher's Hosp 59 74.6 63.2 11 .• 0.05 0.95 10 8 
VA Medical Center-Pittsburgh S4 77.8 67.9 9.9 0.11 0.89 8.8 
Univ of Tenn. Wm F Bowld Hasp 53 66.0 74.6 -8.6 0.14 0.86 -7.4 
Methodist Hosp of Indiana 51 66.7 67 . .C -0.7 0.91 0.09 -0.1 
Children's Hosp of Philadelphia 49 .C2.9 58.9 ·16.0 0.01 0.99 -15.8 
Univ Hosp-Newartt 46 60.0 69.0 ·9.0 0.18 0.82 -7.4 
Good Samaritan Reg Med Ctr 4.c S.C.5 7 •. 6 -20.1 0.00 1.00 ·20.1 
St Louis Univ Med Ctr 43 51.2 63 .• ·12.2 0.08 0.92 -1, .2 
Un•v Hosps of Cleveland 43 74.4 69.4 5.0 0 . .C6 0.54 2.7 
Oregon Httt'l Sci Univ/PVAMC 41 70.7 69.0 1.7 0.80 0.20 03 
The Methodist Hospital-Houston 40 45.0 67.5 ·22.5 0.00 1.00 -22 5 
Children's Hosp-Boston 35 71.4 62.8 8.6 0.25 0.75 6.5 
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TABLE3 

UNOS Center.Speclfic Rnults 
One-Year Graft Survival 

Liver Tranaplants1011187-12131111 00707 
(facilities arrayed by volume of transplants) 

No." of Actual Expectad Difference "p" Diff. X 

Hospital Transplantl Pet Surviv. Pet Surviv. Act-Eap. Value 1-"p" 1-"p .. 

Univ of Kansas Hosp Med Ctr 32 77.4 76.1 1.3 0.86 0.14 0.2 
Hartford Hosp 30 60.0 69.2 -9.2 0.26 0.7~ -6.8 
Univ of Iowa Hosp 30 73.3 73.0 0.3 0.96 0.04 0.0 
Univ of Cincrnnati Coli of Med 29 75.9 70.2 5.7 0.49 0.51 2.9 
Shands Hosp-Univ of Florida 28 71.4 73.2 -1.8 0.83 0.17 -0.3 
Univ of Texas-Hermann Hosp 28 53.6 67.8 -14.2 0.09 0.91 ·12.9 
Green Hol1) of Scripps Clinic 25 64.0 72.7 ·8.7 0.31 0.17 .e.o 
Yale UniY Sch of Med 24 37.5 66.9 ·29.4 0.00 1.00 ·29.4 
Wilford Hall USAF Med Ctr 24 45.8 66.6 -20.8 0.02 0.98 ·20.4 
St Lours Children's Hosp 23 52.2 65.8 ·13.6 0.13 0.87 ·11.8 
VA Hospital-Portland OR 23 60.9 63.2 ·2.3 0.80 0.20 .0.5 
NYU Medical Center Univ Hosp 21 81.0 69.2 11.8 0.22 0.78 9.2 
Univ of Illinois 20 40.0 61.1 ·21.1 0.04 0.96 ·20.3 
Jewish Hosp 18 66.7 66.9 -0.2 0.98 0.02 0.0 
Children's Hosp of Wisconsin 17 76.5 71.7 4.8 0.65 0.35 1.7 
l-lenry Ford Hosp 16 68.8 71.3 ·2.5 0.81 0.19 .0.5 
Med Univ of South Carolina 16 81.3 73.7 7.6 0.48 0.52 4.0 
Texas Childrerfs !-!osp 16 62.5 71.4 ·8.9 0.41 0.59 -5.3 
Egleston Child. Hosp-Atlanta 11 63.6 78.0 -14.4 0.25 0.75 -10.8 
LeBonheur Child.-Memf)his 11 72.7 70.3 2.4 0.86 0.14 0.3 
Vanderbilt Univ Med Ctr 11 72.7 67.2 5.5 0.67 0.33 1.8 
The Children's Hosp-Oenver 10 80.0 74.5 5.5 0.68 0.32 1.8 
LSU-Willis Kn•ghton Med Ctr 9 n.s 76.5 1.3 0.93 0.07 0.1 
The Children·s Hosp-Columbus 8 75.0 71.9 3.1 0.84 0.16 0.5 
Columb•a Presbytenan Med Ctr 6 00.0 69.8 --69.8 0.01 0.99 -69.1 
Children's Hosp & Med Ctr-Seattle 6 100.0 74.3 25.7 0.14 0.86 22.1 
Tampa Gen Hosp 5 20.0 71.3 ·51.3 0.05 0.95 ~87 

Glennon Cardinal Mem l-losp 5 80.0 69.8 10.2 1.00 0.00 0.0 
Hennc.o Doctors' l-losp 5 20.0 77.0 -57.0 0.02 0.98 -55 9 
North Carolina Memorial Hosp 4 75.0 64.8 10.2 1.00 0.00 00 
Howard Univ Hosp 3 00.0 57.5 -57.5 0.15 0.85 ~89 

Louisiana State Univ Hospital 3 66.7 72.6 -5.9 1.00 0.00 0.0 
St Luke's Hosp of Kansas City 3 50.0 81.~ ·31.~ 0.67 0.33 -10.4 
Univ of Mississippi Med Ctr 3 66.7 79.3 ·12.6 1.00 0.00 0.0 
Stanford Univ Med Ctr 2 100.0 80.4 19.6 1.00 0.00 00 
Univ Hosp UCSO Med Ctr 1 00.0 78.3 -78.3 0.43 0.57 ~6 

Univ Hosp-Oklahorna City 1 00.0 77.4 -77.~ 0.45 0.55 ~2.6 

Alben Einstein Med Ctr 1 100.0 68.5 31.5 1.00 0.00 00 
A VERA GES (unWJlf.) 109 13.1 . 18.2 -1.1 0.38 0.10 ·5.7 
MEDIANS 45 11.1 11.1 ·1.1 0.21 0.75 ..0.1 

TOTAl. 1134 
NO. CENTERS = 88 
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Hospital 

Univ of Pittsburgh-Presby Hosp 

Univ of Calif-Los Angeles 

Univ Nebraska. Univ Hosp 

Baylor Univ Med Ctr 
Univ of Chicago Med Ctr 
Children's Hosp of Pittsburgh 
Univ of Michigan Med Ctr 
Univ of Calif-San Francisco 
Mt Sinai Med Ctr 
Calif Pacific Med Ctr 
Univ of Wisconsin 

Rochester Methodist Hosp 

New England Deaconess 

Rush-Presbytenan-St Luke's 
Sames Hosp/St Louis Child. Hosp 

Johns Hopkins Hosp 

Ochsner Transplant Ctr 

Univ of Virginia Med Ctr 

Indiana Univ Med Ctr 

Univ of Minnesota Hosp 

Emory Univ 

New England Med Ctr 

Univ of Colorado Hosp 

Hosp of the Univ of Penn 

Duke Univ Med Ctr 

Children's Med Ctr of Dallas 

Cedars-Sinat Med Ctr 
Cleveland Clinic Found 

Massachusetts Gen Hosp 
Med Coli of Virginia 

Thomas Jefferson Univ Hosp 
Ohio State Univ Hosp 

Univ of Washington Med Ctr 
Froedtert Mem Lutheran Hcsp 
Univ of Miami-Jackson Mem 

LOS Hosp.Salt Lake City 

Children's Hosp.CincinMti 
Univ of Alabama-Birmingham 
St Christopher's Hosp 
VA Medical Center-Pittsburgh 
Univ of Tenn. Wm F Bowld Hosp 
Methodist Hosp of Indiana 
Children's Hosp of Philadelphia 
Univ Hosp-Newar1( 
Good Samaman Reg Med Ctr 
St Louis Univ Med Ctr 
Untv Hosps of Cleveland 

Oregon Hlth So Univll'VAMC 

The Methodrst Hospital-Houston 

Children's Hosp-Boston 

VDH~CCPN. SAC 

No. of Actual Ezpected 

Tf'lnsplantl Pet. Surviv. Pet. Survlv. 

Difference 

Act·bp. 

Average for facil. from 221 to 1705 transplants (12 facil.): 

Dtff. X 

1·"P" 

489 69.7 66.5 3.2 3.1 

Median for facil. from 221 to 1705 transplants (12 facil.): 
332 70.0 66.7 2. 7 2.4 

Total transplants this group: 

5863 

Aver1ge forfacil. from 84 to 188 transplants (18 fac:il.): 
1, 7 65.1 68.2 -3.1 -2.9 

Median for facil. from 84 to 188 transplants (18 facil.): 
, 12 &4.2 68.3 -3.9 ·2. 7 

Total transplants this group: 

2112 

Average for facil. from 41 to 82 transplants (18 facil.): 

59 64.3 68.0 ·3.7 ·3.8 
Median forfacit from 41 to 82 transplants (18 facll.): 

57 66.4 68.5 ·3.6 ·2 7 

Total transplants this group: 

1056 
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Hospital 

Univ of Kansas Hosp Med Ctr 

Hanford Hosp 
Univ of Iowa Hosp 
Univ of Cincinnati Coli of Med 
Shands Hos~Univ of Florida 
Univ of Texas-Hermann Hosp 
Green Hosp of Scripps Clinic 
Yale Univ Sch of Med 
Wilford Hall USAF Med Ctr 
St Lou•s Children's Hosp 
VA Hospital-Portland OR 
NYU Medical Center Univ Hosp 
Univ of Illinois 
Jewish Hosp 
Children's Hosp of Wisconsin 
Henry Ford Hosp 
Med Un•v of South Carolina 
Texas Children's Hosp 
Egleston Child. Hos~Attanta 
LeBonheur Child.-Memphis 
Vandertilt Univ Med Ctr 
The Ch;idren·s Hosp-Oenver 
LSU-Willis Knighton Med Ctr 
The Children's Hosp-Columbus 
Columbia Presbyterian Med Ctr 
Children's Hosp & Med Ctr-Seattle 
Tampa Gen Hosp 
Glennon Cardinal Mem Hosp 
Henrico Oodors· Hosp 
North Carolina Memorial Hosp 
Howard Univ Hosp 
Louisiana State Univ Hospital 
St Luke's Hosp of Kansas City 
Univ of Mississippi Med Ctr 
Stanford Univ Med Ctr 
Univ Hosp UCSO Med Ctr 
Univ Hosp-Oklahoma City 

Albert Einstein Med Ctr 
AVERAGES (unwgt.) 

MEDIANS 
TOTAL 
NO. CENTERS • 18 

VD~~COPN. SAC 

No. of Aetual Expected 

Transplants Pet. Survtv. Pet. SuNiv. 

Difference 

A~·Eap. 

Average for facil. from 16 to 40 transplants (20 facil.): 
25 63.3 69.0 -5.8 

Median for facil. from 16 to 40 transplants (20 facil.): 
24 65.4 69.2 -2.4 

iotal transplants this group: 
495 

Average for facil. from 1 to 1 1 transplants (20 facil.): 
5 56.0 73.0 ·17.0 

Median for facil. from 1 to 1 1 transplants (20 facil.): 
5 69.7 73.5 ·2.3 

Total transplants this group: 
108 

Grand total transplants: 

9634 
Notes: 

00709 

Dtff. X 

-5.6 

-0.5 

0.0 

1 . Data on number of transplants and aatisticl on suM¥81 ancl •p• valun t.aQn from Symmary 

pf 1994 BcpofS ;f Ctfltcr See&:!fis Gf11't 1nd Plfsnt SyrvNtf RltCJ, EdwaftSI, E.B .. UNOS. 1995 

2. Data table and average aM med&an statllticl prepa.-.d by VDH. Division cf Certificate of Puche Need 

3. The column llbeleel-oiff. z .,., .. prov!Cfell ~brlity-we.gttted measure of tfte difference 

between actual and tz.pec=ed survrvat of grafts performectlt the facztrty. 
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TABLE4 

UNOS C.nter.Spec:lflc Results 
One-Year Graft Survival 

00?10 Uver Tranaplant110/1117·12131191 
(facilities arrayed by probability-weighted difference between adual and expected survival) 

No. of Aetual &p.cted Difference "p" Diff. X 
Hoepital Tranaplants Pet. Survlv. Pet. Surviv. Act.· Exp. Value 1-"p .. 1-"p" 

Children's Hosp & Med Ctr-Seattle 6 100.0 74.3 25.7 0.14 0.86 22.1 
Calif Pacific Med Ctr 286 80.4 68.2 12.2 0.00 1.00 12.2 
St Christopher's Hosp 59 74.6 63.2 11.4 0.05 0.95 10.8 
Univ of Calif-San Francisco 318 80.2 69.4 10.8 0.00 1.00 10.8 
Cedars-Sinai Med Ctr 97 76.3 65.6 10.7 0.02 0.98 10.5 
NYU Medical Center Univ Hosp 21 81.0 69.2 11.8 0.22 0.78 9.2 
VA Medical Center-Pittsburgh 54 77.8 67.9 9.9 0.11 0.89 8.8 
Rochester Methodist Hosp 221 78.7 70.0 8.7 0.00 1.00 8.7 
Children's Hos~Boston 35 71.4 62.8 8.6 0.25 0.75 6.5 
Univ Nebraska. Univ Hosp 532 71.6 65.4 6.2 0.00 1.00 6.2 
Univ of Wisconsin 275 70.9 65.6 5.3 0.05 0.95 5.0 
Univ of Alabama-Birmingham 59 79.7 73.5 6.2 0.27 0.73 4.5 
Univ of Colorado Hosp 106 78.3 73.2 5.1 0.21 0.79 4.0 
Med Univ of South Carolina 16 81.3 73.7 7.6 0.48 0.52 4.0 
Univ of Cincinnati Coli of Med 29 75.9 70.2 5.7 0.49 0.51 2.9 
Univ Hosps of Cleveland 43 74.4 69.4 5.0 0.46 0.54 2.7 
Univ of Minnesota Hosp 117 75.9 72.1 3.8 0.:34 0.66 2.5 
Baylor Univ Med Ctr 494 72.0 69.2 2.8 a. 14 0.86 2.4 
Univ of Pittsburgh-Presby Hosp 1705 66.8 ~.4 2.4 0.01 0.99 2.4 
Children's Hosp of Pittsburgh 345 67.5 65.0 2.5 0.25 0.75 1.9 
Vandertlilt Univ Med Ctr 11 72.7 67.2 5.5 0.67 0.33 1.8 
The Children's Hos~Oenver 10 80.0 74.5 5.5 0.66 0.32 1.8 
Children's Hosp of Wisconsin 17 76.5 71.7 4.8 0.65 0.35 1.7 
Children's Med Ctr of Callas 98 68.8 66.2 2.6 0.57 0.43 1.1 
Children's Hos~Cincinnati 66 68.2 65.7 2.5 0.65 0.35 0.9 
The Children's Hos~Columbus 8 75.0 71.9 3.1 0.84 0.16 0.5 
Mt Sinai Med Ctr 313 69.0 67.8 1.2 0.62 0.38 0.5 
Oregon Hlth Sci Univ/PVAMC 41 70.7 69.0 1.7 0.80 0.20 0.3 
LeBonheur Childrens-Memphis 11 72.7 70.3 2.4 0.86 0.14 0.3 
New England Med Ctr 111 67.6 66 ... 1.2 0.79 0.21 0.3 
Univ of Kansas Hosp Med Ctr 32 77.4 76.1 1.3 0.86 0.14 0.2 
Univ of Washington Med Ctr 78 73.1 72.3 0.8 0.87 0.13 0.1 
LSU.Willis Knighton Med Ctr 9 77.8 76.5 1.3 0.93 0.07 0.1 
Ohio State Univ Hosp 79 70.9 70.3 0.6 0.90 0.10 0.1 
Median-At:tual > &p. Surv. 13 74.1 11.3 5.1 0.40 0.10 2.5 
No. t.cilities •ct. > than up. surv. 34 
No. these t.cil. cw 25 tnnsplants I 

Univ of Calif-Los Angeles 679 62.7 62.8 .0., 0.98 0.02 0.0 
Univ of Virginta Med Ctr 122 67.2 67.7 -0.5 0.91 0.09 0.0 
Univ of Iowa Hosp 30 73.3 73.0 0.3 0.96 0.04 0.0 
Jewish Hosp 18 66.7 66.9 -0.2 0.98 0.02 00 
Glennon Cardinal Memorial Hosp 5 80.0 69.8 10.2 1.00 0.00 00 
North Carolina Memorial Hosp 4 75.0 ~.8 10.2 1.00 0.00 00 
Louisiana State Univ Hospital 3 66.7 72.6 -5.9 1.00 0.00 0.0 
Univ of Mississippi Med Ctr 3 66.7 79.3 -12.6 1.00 0.00 00 
Stanford Untv Med Ctr 2 100.0 80.4 19.6 1.00 0.00 00 
Albert Einstein Med Ctr 1 100.0 68.5 31.5 1.00 0.00 00 

Medi•n-No Prob.·Wgt Diff. in Surv. 5 70.3 61.2 0.1 1.00 0.00 0.0 
No. f•cilities with no prob.·wgt. dltf. 10 
No. these f•cil. <• 25 transp/. 7 
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TABLE4 - QU'ii-L UNOS Center..Speclflc Results 
One-Ye1r G,..ft Survtv1l 

Uver T,.rwplantl10/1/17-12131111 
(facilities arrayed by probability-weighted difference between adual and expeded survival) 

No. of Actu•l Expected Difference "p" Diff. X 
Hospital T,.nsplantl Pet. Surviv. Pet. Surviv. Act. ·Exp. Value 1-"p" 1-··p· 

Methodist 1-!osp of Indiana 51 66.7 67.4 .0.7 0.91 0.09 ·0:1 
Shands Hosp.Univ of Florida 28 71.4 73.2 -1.8 0.83 0.17 ·0.3 
VA Hospital-Portland OR 23 60.9 63.2 ·2.3 0.80 0.20 -0.5 
Henry Ford Hosp 16 68.8 71.3 ·2.5 0.81 0.19 -0.5 
Massachusetts Gen Hosp 89 67.4 69.3 -1.9 0.69 0.31 ·0.6 
Cleveland Clinic Foundation 93 71.0 72.9 -1.9 0.67 0.33 -0.6 
Univ of Michigan Med Ctr 319 66.5 68.2 -1.7 0.49 0.51 -0.9 
New England Deaconess 188 82.8 66.3 -3.5 0.28 0.72 -2.5 
Emory Univ 113 64.8 69.0 -'.2 0.32 0.68 ·2.9 
Johns Hopkins Hose 135 60.7 65.5 -'.8 0.22 0.78 -3.7 
Texas Children's Hosp 16 62.5 71.4 -8.9 0.41 0.59 -5.3 
Thomas Jefferson Univ Hosp 82 59.8 66.3 -6.5 0.18 0.82 -5.3 
Green Hosp of Scripps Clinic 25 64.0 72.7 -8.7 0.31 0.69 -6.0 
Indiana Univ Med Ctr 121 61.2 68.3 -7.1 0.08 0.92 -6.5 
Froedtert Mem Lutheran Hosp 72 56.9 64.7 -7.8 0.14 0.86 -6.7 
Hal1ford Hosp 30 60.0 69.2 ·9.2 0.26 0.74 -6.8 
Rush-Prest)y1erian-St Luke's 158 51.9 59.1 -7.2 0.05 0.95 -6.8 
Sames Hosp/St Louis Children's Hosp 144 59.0 66.2 -7.2 0.05 0.95 -6.8 
Med Coli of Virginia 84 63.1 70.9 -7.8 0.11 0.89 .s.g 
Ochsner Transplant Ctr 132 63.6 71.1 -7.5 0.05 0.95 -7.1 
LOS Hosp.Salt Lake City 67 62.7 70.8 -8.1 0.12 0.88 -7.1 
Univ Hosp.Newark 46 60.0 69.0 -9.0 0.18 0.82 -7.4 

Univ of Tenn. Wm F Bowld Hosp 53 66.0 74.6 -8.6 0.14 0.86 -7.4 
Hosp of the Univ of Penn 103 57.8 68.3 -10.5 0.02 0.98 -10.3 
St Luke's Hosp of Kansas City 3 50.0 81.4 -31.4 0.67 0.33 -10.4 
Egleston Children's Hosp.Atlanta 11 63.6 78.0 -14.4 0.25 0.75 -10.8 
St Louis Univ Med Ctr 43 51.2 63.4 -12.2 0.08 0.92 -11.2 
Univ of Chicago Med Ctr 376 50.3 62.1 -11.8 0.00 1.00 -11.8 
St Louis Children's Hosp 23 52.2 65.8 -13.6 0.13 0.87 ·11.8 
Univ of Texas-Hermann Hosp 28 53.6 67.8 -14.2 0.09 0.91 -12.9 
Children's Hosp of Philadelphia 49 42.9 58.9 -16.0 0.01 0.99 -15.8 
Univ of Miami-Jackson Memor 70 47.1 63.0 -1!.9 0.00 1.00 -15.9 
Duke Univ Med Ctr 101 !3.5 69.4 -15.9 0.00 1.00 -15.9 
Good Samarttan Reg Med Ctr " 54.5 74.6 ·20.1 0.00 1.00 -20.1 
Univ of IllinOIS 20 40.0 61.1 ·21.1 0.04 0.96 -20.3 
Witford Hall USAF Med Ctr 24 ~5.8 66.6 ·20.8 0.02 0.98 -204 
The Methodist Hospita'-Houston 40 ~5.0 67.5 -22.5 0.00 1.00 ·22.5 
Yale Univ Sen of Med 24 37.5 66.9 -29.4 0.00 1.00 -294 
Univ Hosp.Oklahoma City 1 00.0 n.4 -77.4 0.45 o.ss ~2.6 

Univ Hosp UCSO Med Ctr 1 00.0 78.3 -78.3 0.43 0.57 -446 
Tampa Gen Hosp 5 20.0 71.3 -51.3 0.05 0.95 ~8.7 

Howard Univ Hosp 3 00.0 57.5 -57.5 0.15 0.85 ~89 

Hennco Doctors' Hosp 5 20.0 77.0 -57.0 0.02 0.98 -55 9 
Columbia Presby1erian Med Ctr 6 00.0 69.8 -69.8 0.01 0.99 -69 1 

Median-Actual < Than Exp. Surv. 45 51.4 51.7 ·9.1 0.14 0.87 -7.4 
No. facilities act < than exp. surv. " No. fhes• facil. <• 25 transplants 11 

Note: Please see notes at end of accompanying Table 3. 
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Sentara Norfolk General Hospital C0'734 
Liver Transplant Program 

Statement of Consistency With Twenty Required Considerations 

A. The recommendation and reasons therefor of the appropriate regional 
health planning agency. 

The Board of Directors of the Eastern Virginia Health Systems Agency ( .. EVHSA") 
recommended approval of the project because it will improve the availability and 
geographic accessibility to liver transplant services for residents of P .0.20 and the 
addition of a liver transplant program would round out the complement of transplant 
services that are presently provided at Sentara Norfolk General Hospital. 

B. 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 only plan applicable to this project is the State Medical Facilities Plan ('"SMFP") for 
organ transplantation services. This project complies fully with all applicable provisions 
of the SMFP. 

2.1 Acceptability 

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. 

As an existing provider of organ transplant services. Sentara has already 
developed a program of patient and family education. Existing programs will be 
modified as needed to assure that patients and families are fully informed of the 
disease and treatment process. The application complies with this SMFP 
standard. 

2.2 Accessibility 

A. Organ transplantation services, of any type, should be 
accessible within two hours driving time, under normal 
conditions, of 95'.4 of Virginia's population. 

There is a substantial patient population that currently resides more than two 
hours from a liver transplant provider. \Nhen typical travel conditions such as 
tunnel congestion and traffic is factored in, the commute time for many residents 

265 



00'?33 

of the Tidewater region to a liver transplant provider is much greater than two 
hours. In addition, there are a significant number of patient from northeastern 
North Carolina and the Eastern Shore who would be served by the Sentara 
program. In short, the introduction of liver transplant services at Sentara would 
significantly improve access to a substantial number of Virginians, in compliance 
with this provision of the SMFP. 

B. Patient Access to Available Organs 

Providers or organ transplantation services should demonstrate to 
the satisfaction of the Department that they have clearly defined 
patient/organ recipient policies based solely on medical criteria. 

As a participant in the donor network, Sentara already has such programs and 
policies in place for other organ systems. The Gl Advisory Team of SNGH's 
Transplant Council is revising the policies to accommodate liver transplantation. 

'Based on the information submitted with the application, the state staff has 
concluded that Sentara meets this standard. 

2.3 Availability 

A. Regionalization of Services 

There should be no more than one transplantation program for 
each organ system in health planning region. 

Currently, there are no providers of liver transplant services in HSA V. Upon 
initiation of this project, SNGH will operate the region's only liver transplant 
service. Currently SNGH provides the region's only heart, heart lung, kidney and 
lung transplant services. This project complies fully with this criteria. 
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B. Conditional Approval 00'73G 

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 a twenty-five year history of providing low-cost. high-quality transplant 
services. Based on its experience with its Transplant Center, SNGH fully 
expects to meet or exceed the minimum volume and survival standards set out in 
the SfvlFP. 

C. HCFA/Medlcare Requirements 

1. Proposals to establish new transplantation services 
should demonstrate compliance with all Medicare 
program coverage criteria within two years of the 
initiation of the program. 

SNGH, as an existing provider of transplant programs that are certified by 
HCFA, expects to meet certification criteria. 

2. Proposals to expand existing transplantation programs 
should demonstrate that existing organ transplantation 
services comply with all applicable federal Health Care 
Financing Administration criteria for Medicare program 
coverage. 

SNGH's heart and kidney transplant programs comply with all applicable 
criteria for Medicare program coverage. The lung transplant program has 
not yet achieved compliance because volumes are constrained due to 
limited organ availability. 
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2.4 Continuity of Care 

Discharge planning and follow-up care 

A. Providers of organ transplantation services should have 
written procedures and policies for discharge planning and 
follow-up care for the patient and family which are part of the 
Institution's overall discharge planning program. 

As an existing provider of organ transplant services, SNGH already has 
such policies and procedures in place. S.U Attachment IV.E.2.4.A to the 
COPN Application. 

B. Providers of organ transplantation services should have 
established protocols for referring physicians and the organ 
transplantation service to assure adequate post-operative 
diagnostic evaluation for transplant patients. 

As an existing provider of organ transplant service. SNGH already has 
such policies and procedures in place. Examples are included in the 
COPN Application at Attachment IV.E.2.4.8. 

2.5 Cost 

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

Sentara facilities have a long tradition of providing high quality care on a low-cost 
basis. Statewide, Sentara system facilities have among the lowest charges. 
Since there are no other facilities within SNGH's planning district or region that 
offer organ transplant services, a comparison of costs and charges on this basis 
cannot be made. 

When compared to other tertiary care providers that support teaching programs. 
SNGH's costs and charges are typically low. As the state staff analysis points 
out, overall, SNGH's costs are 77°A, of the average when compared to the other 
major tertiary hospitals in the Commonwealth (Fairfax, UVA, MCV and Roanoke 
Memorial). This is true even though SNGH's case mix index is on average 118 
0/o of the group average. Similarly, as the state staff observed, SNGH's net 
revenue per admission was 86°A, of that collected by the group, on average. As 
the state staff concluded ·sNGH is serving a slightly more demanding case mix 
of patients, but using less resources and receiving less revenue to do so, than 
the four other major tertiary hospitals. on the average." State Staff Report at 12. 
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2.6 Quality 
00738 

A. Minimum utilization 

1. Proposals to establish, expand, or replace organ 
transplantation services should demonstrate that a minimum 
number of transplants will be performed annually. The 
minimum number required by organ system is: 

Liver 12 

Following a period of program start-up, SNGH projects that it will perform in 
excess of the minimum number of transplants required annually by the SMFP. 
Are' hysicians that now refer liver transplant patients to other facilities outside 
of the health planning region estimate that approximately 25-30 such patients 
were referred out of the area last year. These physicians have expressed their 
commitment to the Sentara program and expect to refer their patients to the local 
program when it becomes available. Based on input from the physicians. SNGH 
conservatively projects six procedures in year one, twelve procedures in year two 
and fifteen procedures in year three. 

Recent statistics from UNOS support SNGH's volume projections. The~e 
statistics show that an adequate number of liver transplant patients originate 
from SNGH's primary service area to_ support the volumes required under the 
SMFP. In 1994, eighteen patients from SNGH's primary service area received 
liver transplants. In 1995, twenty-one such patent received transplants and in 
1996, twenty-eight patients from the SNGH service area received a liver 
transplant. ~ Exhibit F. If only half of the area's liver transplant patients go to 
SNGH, the program will still exceed the SMFP standard for minimum utilization. 
As the state staff found, SNGH should be able to meets its utilization projections. 

s 
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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. 

There are three providers of liver transplant services in the Commonwealth: 
MCV, UVA and Fairfax Hospital. In 1996, all three providers had volumes well in 
excess of the SMFP minimum standard: 

facility Volume % Over SMFP Standard 

MCV 66 550o/o 
UVA 37 308°/o 
Fairfax 53 441°/o 

As the state staff found, SNGH could easily meet its volume projections and "still 
leave the MCVH and UVAH programs with volume several times as great as the 
SMFP (and Medicare) minimum annual volume standard of 12." State Staff 
Report a p.44. 

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. 

In perfect harmony with this provision, SNGH seeks to expand upon its existing 
successful transplant program to add the capability to perform liver transplant 
services. Sentara's transplant center has been in existence for twenty-five years. 
The Center currently performs kidney, lung, heart-lung and heart transplants. 
The survival rates of the Sentara transplant programs exceed SMFP standards 
and are among the best in the Commonwealth. Sentara proposes to build upon 
its successful organ transplantation program to make liver transplants, the 
second most commonly transplanted organ in the Commonwealth, more 
accessible to the Tidewater region's population. As indicated above, this 
expansion could be implemented to improve access to liver transplant services 
while maintaining the volume of existing providers of liver transplant services at 
levels well above the SMFP standard. Under this provision, the SNGH project is 
entitled to a preference. 
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B. Minimum survival rates 

1. Facilities should demonstrate that they will achieve and 
maintain minimum transplant survival rates. Minimum one-ear 
survival rates, listed by organ system, are 

Kidney 
Heart 
Heart/Lung 
Liver 
Pancreas 

90-95°A. 
70-80°k 
None set 
50-60'k 
80-90°k 

All of the organ transplant programs operated by Sentara meet or exceed the 
one year survival rates set out in the SMFP: 

Organ Number Period SNGH 0/o SMFP std. 

Kidney 291 1990-95 940A, 90-95°/o 
Heart 44 1992-95 95.4% 70-80% 
Lung 15 1992-95 66°/o none set 

As the state staff found, ~~sNGH's existing transplant programs more than meet 
the minimum one-year patient survival rates stated in the SMFP .... This 
experience offers reason to believe that SNGH would likely achieve at least the 
SMFP's minimum one-year liver transplant patient survival rate ... if a liver 
transplant program is established at SNGH." State Staff Report at p. 46-47. 

2. Survival rates beyond one year should be consistent with the 
Health Care Financing Administration (HCFA) Medicare 
program requirements, or with applicable professional­
society-recommended standards acceptable to the department 
where there are no HCFA criteria. 

The HCFA standard for liver transplant programs for two-year patient survival is 
60%. Based on SNGH's compliance with all other applicable HCFA standards, 
SNGH expects to meet or exceed this standard: 

Organ HCFA std, SNGH 06 

Kidney none set· 90°/o 
Heart 65°/o 94.5°/o 
Lung 62o/o 66°/o 

According to the state staff, SNGH's application is consistent with this standard. 
C. Service proficiency 
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Proposals to add additional organ transplantation services should 
demonstrate at least two years successful experience with all 
existing organ transplantation systems. 

SNGH has at least two years of successful experience with each of the organs 
systems currently transplanted at the hospital. As the statistics above indicate. 
SNGH meets or exceeds all applicable survival standards and with the exception 
of lung transplants, which are in very short supply, meets or exceeds all 
applicable volume standards. As the state staff recognizes, SNGH substantially 
complies with this standard. 

D. 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 formal training and two 
years experience in transplant surgery and post-operative 
care. 

Upon receipt of a COPN, the medical group serving the SNGH transplant 
program will recruit and hire a transplant surgeon that possess at least these 
qualifications. Dr. Colonna, who has talked with the group about developing a 
liver transplant program at SNGH meets these standards. Sa Exhibit T. As the 
state staff observes, SNGH complies or should be able to comply with this 
standard. 

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. 

SNGH has surgical medical and other specialty physicians on staff with liver 
experience. Refresher training will be made available to update staff on recent 
advances in liver transplantation. SNGH will assure that all staff have the 
requisite experience to perform effectively. As the state staff observes, SNGH 
should be able to comply with this standard. 
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E. 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's policies and procedures are included in the COPN application. As the 
state staff observes, SNGH complies fully with this criteria. 

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

As a provider of transplant services, SNGH already has in place an approved 
medical education program. All physicians associated with SNGH's transplant 
programs participate in continuing medical education programs. As the state 
staff recognizes. SNGH's application meets this criteria. 

3. Providers of organ transplantation services should collect and 
submit to the Department transplantation program operating 
statistics, including patient and procedure volumes, mortality 
data, and program costs and charges. 

SNGH will collect and submit such data. As the state staff recognizes, the 
application meets this standard. 

F. Support Services 

Providers of organ transplantation 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 a laboratory which is accredited by ASH I, meeting this standard. 

C. The relationship of the project to the long-range development plan. If any, 
of the person applying for a certificate. 

The introduction of liver transplant services at SNGH will round out the solid organ 
transplantation services currently available at SNGH, allowing residents of the service 
area to have their transplant needs met locally. Because a successful and cost 
effective transplant program is already in place at SNGH, liver transplantation services 
can be added with only minor increases in cost. 
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D. The need that the population served or to be served by the project has for 
the project. 

Currently, there is no provider of liver transplant services in HSA V. If SNGH obtains 
approval of its COPN, it will be the only provider of liver transplant services in its region. 

The region served by SNGH is the largest and fastest growing in the Commonwealth. It 
is the only area of its size in the State where a substantial number of residents do not 
have access to liver transplant services within a two hour drive time. The state staff 
estimates that approximately 400,000 people in SNGH's service area, 6°/o of the 
population of the Commonwealth, that are more than two hours from a liver transplant 
provider. State Staff Report at 8. The staff estimates that there are another 100,000 
North Carolinians whose access to liver transplant services will improve substantially if 
this project is approved. State Staff Report at 8. Under the SMFP formula for 
availability, these numbers alone, demonstrate a statistical need for the project. 

Currently. residents of the SNGH service area who need liver transplant services have 
to travel to providers outside the region for these services. Some go to UVA or Fairfax. 
Many go to MCV. The burden of traveling is exacerbated by the nature of liver disease 
and the long period of waiting for an organ. Patients awaiting transplant have to travel 
outside the region numerous times to be evaluated, travel repeatedly for periodic 
monitoring while they await the availability of an organ, travel for the procedure itself, 
and for follow-up post-operatively. Most patients have to rely on family members to 
take them, which means family members ~'lave to take time off of work, or even quit 
their jobs. The process is burdensome, expensive and time consuming. Much of this 
inconvenience. anxiety and expense can be eliminated if liver transplant services are 
made available locally. 

Referring patients to other regions for care also presents problems with continuity and 
follow-up. Frequently, physicians who have referred patients to MCV do not get test 
results and are not kept informed of the status of the patient. In addition, many 
diagnostic tests that were performed prior to referral for transplant services have to be 
repeated at additional cost to patients and payers. Bringing liver transplant services to 
the area would eliminate all of these problems. as the referring physician would remain 
involved in the care of the patient, and diagnostic tests performed previously would be 
used for purposes of evaluation. 

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

The SNGH project will dramatically improve geographic access to liver transplant 
services for residents of the service area. As indicated above, currently there is no 
provider of liver transplant services in the region. Residents who need liver transplants 
must travel outside the region to obtain these services. A substantial number of 
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Tidewater resident reside more than two hours from providers of liver transplant 
services. In addition, there are a substantial number of North Carolinians whose 
geographic access to liver transplant services will improve if the SNGH project is 
approved. 

From a financial perspective, the SNGH program will also improve financial access to 
services. Although existing providers of services provide liver transplants without 
regard to the ability to pay, SNGH affiliated physicians have been told that the next 
available slot for an indigent liver transplant case at MCV will be in 1999. If SNGH is 
able to offer these services, it will expand the base of providers from whom indigent 
patients can obtain services, providing enhanced access. SNGH has a long tradition of 
providing health services to patients in need whether or not they have the ability to pay. 
With respect to organ transplants in particular, Sentara has actively provided indigent 
services. Since the heart transplant program was initiated at SNGH, more than 200 
patients have been evaluated for transplant and no indigent patient has been turned 
away because of an inability to pay. SNGH expects to continue this tradition with 
respect to liver transplant services. 

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

Currently, the population of the region is not served by an area liver transplant provider. 
Access to services is complicated by traffic, the congestion at tunnels in Hampton 
Roads, Norfolk and Newport News, and ongoing cOnstruction. If the project is 
approved, access to liver transplant services will be substantially improved for residents 
of the area. SNGH is conveniently located in downtown Norfolk and is accessible to all 
residents of its service area through a system of interstate highways and major roads. 
As the state staff found, .. Relative to the distribution of population and considering the 
pattern of roadways and impediments to travel created by the waterways, this location 
provides a high level of geographic accessibility for the population of the health 
planning region." State Staff Report at 57. 

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

There are no less costly or more effective aHematives to meet the need of the area 
population for improved access to comprehensive chronic liver disease treatment 
including transplant services. Continuing to require area patients to seek services 
outside of the health planning region is costly, disruptive to continuity, and adversely 
impacts the efficiency and effectiveness of care. Setting up a local clinic may reduce 
some of the inconvenience and expense associated with repeated travel, but the 
continuity of care issues, patient confidence factors, and costly duplication of diagnostic 
services would not be eliminated. The Tidewater region has a population that is more 
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than adequately sized to support a quality liver transplant program. SNGH has the 
experience and ability to bring a quality program to the region without significant 
additional cost to the health care system. The total cost of the project, in terms of 
capital and incremental operating costs, is relatively low. There are no less costly or 
more effective alternatives to meet the need that has been identified. 

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

Based on SNGH's reasonable projection of transplant activity. the marginal cost of 
providing the liver transplant services will be offset by the additional income derived 
from the service. Even if there is a loss during the start-up period, SNGH is committed 
to assuring the viability of the project. 

I. The relationship of the project to the existing health care system of the 
area in which the project is proposed. 

As indicated previously, there are no providers of liver transplant services in the health 
planning region in which this project is proposed. The SMFP states in clear terms that 
tertiary services. such as liver transplant services, are to be planned and evaluated on a 
regional (i.e .. HSA) basis. Since there are no other providers in the region, the project 
cannot, by definition, have any adverse impact on any other existing provider in the 
area. Rather. the only impact to be considered under this provision is the positive one 
that this project will have, introducing to a health planning region with a substantial 
population a service not presently available to its residents. 

J. The availability of resources for the project. 

Because the liver transplant service is an addition to an existing. otherwise 
comprehensive organ transplant program, very little additional resources will be 
required. SNGH already has in place the systems to operate the program and many 
staff members who are experienced in liver transplantation are already employed at the 
facility. SNGH anticipates no difficulty in obtaining the additional resources necessary 
to institute this service. As the state staff recognizes, SNGH should have no difficulty 
obtaining resources for this project. 

K. The organization relationship of the project to necessary ancillary and 
support services. 

As an existing provider of organ transplant services. the necessary ancillary and 
support services area already available at SNGH. As the state staff recognizes, SNGH 
meets this standard. 
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professional training programs in the area in which the project is 
proposed. 
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Except for the Eastern Virginia Medical School ("EVMS") which uses SNGH as its 
primary training site. there are no health professional training in the area in which this 
project is proposed. The impact of this project on the EVMS program will be extremely 
positive. giving internists and Gl trainees, the opportunity to observe and study liver 
transplantation as part of their medical training. There are no programs in the area in 
which the project is proposed that would be negatively impacted. Moreover. there is no 
credible risk that MCV'1 annual volumes will be reduced below appropriate levels as 
defined by the SMFP. In short, there is no evidence that a liver transplant program at 
SNGH will impact MCV in an inappropriate way. 

The state staff discussed at length the potential negative impact upon MCV. SNGH 
respectfully observes that MCV is not in the area in which the project is proposed. 
Moreover. the true impact on MCV is speculative at best. As the state staff recognizes, 
even if SNGH is able to divert from MCV all 9f the cases it projects for its first few years 
of operation, MCV will still be doing many more cases than it has in any year from the 
initiation of the program until 1995. MCV is gaining a national reputation and 
increasingly is transplanting patients from outside the state (using Virginia organs) thus 
the MCV program is not likely to suffer substantial harm, even If that were an applicable 
consideration under this criterion. 

M. The special needs and circumstances of an applicant for a certificate, such 
as a medical school, hospital, multi-disciplinary 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 planning region in which the project is to be located. 

SNGH, as a regional health service provider, provides health services to residents of 
the Tidewater region, the Eastern Shore and north-eastern North Carolina. To the 
extent liver transplant services will be made more accessible to resident of SNGH's 
health planning region, they will also be more accessible to residents of the other areas 
traditionally served by SNGH. 

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

The availability of liver transplant services at SNGH will enhance medical training 
programs in the health planning region by giving students the opportunity to observe all 
stages of chronic liver disease treatment and management. equipping them to better 
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care for their patients in the future. Although MCV has claimed that the expansion of 
the organ transplant program at SNGH to include liver transplant will cause them to lose 
their accreditation to train liver transplant surgeons. the evidence is that numerous 
accredited programs continue to operate at levels below 50 transplants per year. S.U 
Exhibit V. There is no evidence that accredited organizations have had their 
accreditation revoked when volumes fall below 50 procedures. In fact, the accrediting 
standards were just changed to give facilities with lower volumes the flexibility to 
maintain their accreditation. Exhibit V. There is no reason to believe that even if the 
SNGH program caused MCV volumes to fall below 50 per year (and there is no 
evidence to support that it will) that MCV will lose its teaching accreditation. Rather. all 
indications are that MCV's teaching program will not be harmed in any way. 

0. 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. 

Sentara operates health maintenance organizations which will be benefited through the 
introduction of liver t~ansplant services at SNGH. SNGH will be able to better control 
the cost of the service. and thus reduce health maintenance organization expenditures 
for transplant recipients. In addition, because the duplicate.testing now required will be 
eliminated. diagnostic and monitoring costs will be saved. Further, SNGH believes that 
by improving the continuity of patient care, and fostering a system where all care givers. 
including primary care physicians remain integrally involved in and informed about the 
care of the patient through the transplant process, patient outcomes will be improved. 

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

Currently SNGH physicians participate in many research projects designed to meet 
such needs. In fact, Dr. Ryan is participating in one such cooperative effort now 
through the Mid-Atlantic Liver Team (MALT) project. .SU Exhibit J. Physicians from 
other regional facilities, including WA, Fairfax, MCVand Johns Hopkins also 
participate in the group. There are numerous similar opportunities for facilities and 
physicians to conduct research on a cooperative basis. Contrary to the claims of MCV 
that its ability to participate in research projects will somehow be hampered if the SNGH 
program is expanded to include liver transplant services, there is ample opportunity to 
conduct research on a cooperative basis. 
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Q. The costs and benefits of the construction associated with the proposed 
project. 

There is no construction associated with the project. As an existing provider of organ 
transplant services, SNGH already has the physical facilities for the provision of liver 
transplant services. Indeed, that is one of the major advantage of the project. Because 
the facilities are already in place, the capital costs of the project are minimal. 

R. 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. 

As indicated previously, the capital cost and the incremental operating costs associated 
with this project are relatively low. Since much of the cost involved in providing 
transplant services is variable, existing providers that are affected by small reductions in 
volume should be able to modify their operations to reduce costs. resulting in very little 
economic impact to the public or to the health care system overall. The benefit to the 
patients in terms of improved access to care, improved continuity of care, and reduced 
duplication of tests more than outweighs the minimal cost impact to the health care 
system. 

In terms of cost impact to patients from the SNGH service area, the impact will be 
positive. Patients will eliminate burdensome travel costs and the expensive duplication 
of diagnostic tests. SNGH's proposed charges are consistent with those of existing 
liver transplant providers and SNGH's goal is to strive to provide the highest quality 
services at the lowest cost to the consumer. As indicated above, SNGH has been 
particularly successful in this regard, providing services to sicker patients at costs well 
below those incurred by other similarly situated providers. Sa 1 8.2.5, supra at p. 4. 

S. Improvements or innovations in the financing and delivery of health 
services which foster competition and serve to promote quality assurance 
and cost effectiveness. 

The improvements in continuity and the level of coordination for the treatment of 
chronic liver disease will constitute a dramatic improvement in the delivery of care to 
liver transplant recipients from SNGH's service area. Currently, continuity is disrupted. 
patient follow-up is sporadic, the flow of infonnation from the transplant team to primary 
care physicians is unreliable, and the overall treatment process is disjointed. The 
service at SNGH will present the opportunity for ·elose coordination of care, will improve 
continuity, and should ultimately affect patient outcomes in a positive way. 

15 
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T. 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 similar facilities and services in the area of the proposed project. Indeed. 
it is because of the access problems and the disruption in continuity of patient care that 
SNGH seeks to expand its existing transplant program to offer liver transplant services. 

16 
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SENTARA NORFOLK GENERAL HOSPITAL 

COMPARISON OF ORGAN TRANSPLANT PROJECTS 
BY MAJOR REVIEW FACTORS 

00'751 

SNGH Project RMH Project 
VA -5969 VA- 5470 

Capital Cost $61,900 $61,172 

Existing Transplant Provider Yes No 

Existing Provider within HSA? No No 

# Transplants from area previous year 28 32 

. 
Min. Volume per SMFP 12 25 

Impact to existing providers likely to reduce No No 
below minimum standards? 

Survival rates at lower volume programs Yes Yes 
generally consistent with larger volume 
programs 

Existing provider within 2 hours for most of Yes • Yes 
population? 

Travel time significantly shortened for a high Yes Yes 
proportion of population 

Source: COPN Applications and State Staff Reports for VA-5969 and VA-5490 

* The staffs assessment is that most of the population is within two 
hours; however, there is a substantial number of area residents more 
than two hours away from an existing liver transplant provider. 
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SENTARA NORFOLK GENERAL HOSPITAL 00752 
ORGAN TRANSPLANT ANALYSIS: PRIOR STANDARD OF REVIEW 

On impact to existing providers: 

• "the establishment of this new center should be possible without critically 
reducing transplant volume at UVA, the facility which will be most affected by th1s 
project." (p.4). 

• "While the impact on the UVA (University of Virginia Hospital) program (kidney 
transplant program) may be noticeable. it does not appear to be likely to reduce 
volume below minimum state requirements." (p. 3). 

• "It appears likely that this new program can be initiated in Roanoke. achieve a 
level of appropriate utilization and efficient operation. and not reduce the level of 
transplantation procedures at any existing center to an inappropn·ate level. " (p 
9). 

On projected utilization: 

• "There is a sufficient number of patients with end-stage renal disease (ESRD) in 
Southwest Virginia to support a kidney transplant program in Roanoke at a 
minimum transplantation prc:edure vo:ume considered appropriate." {p. 5). 

On access: 

• "most of Southwest Virginia's population can probably reach an existing 
transplantation center within two hours. but the availability of this service in 
Roanoke will provide a significant improvement in access for a high proportion of 
the area's population, a major benefit for the post-transplant patient." (p. 5). 

On cost-effectiveness: 

• "Because of the reduced travel time for transplant patients in the Southwest part 
of Virginia, this project will represent a more cost-effective transplantation 
alternative for many of these patients relative to existing transplantation centers 
in Charlottesville, Richmond, or other states." (p. 9). 

Source: State Staff Report for Roanoke Memorial Hospital Kidney Transplant 
COPN NO. VA-5470 
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January 6, 1993 

Mr. A. Dale Byington 
Director of Planning 
Carilion Health System 
Post Office Box 13727 
Roanoke, Virginia 24036-3727 

Dear Mr. Byington: 

RE: COPN No. VA-03086 
Roanoke Memorial Hospitals 
Roanoke, Virginia 

I I,· 

00'753 

Establish Kidney Transnlant Services at Carilion Transolant 
Center 

In accordance with Chapter 4, Article 1:1 of Title 32.1 of 
the Code of Virginia of 1950, as amended, I reviewed the 
application and all supporting documents submitted by 
Roanoke Memorial Hospitals (RMH) to establish a kidney transplant 
program, to be known as the Carilion Transplant Center. 

I am ap;=oving RMH's application and enclose COPN No. 
VA-03086 :or the period of January 6, 1993 through January 6, 
1994 based upon the acknowledgement and acceptance by RMH of the 
condition set forth in the Department of Health's December 2 3, 
1992 staff report. Specifically, as indicated in the enclosed 
January 4, 1993 letter from you, RMH agrees that its COPN 
authorization for kidney transplant services will be formally 
reconsidered for renewal or revocation after two years of program 
operation based on a review of the program's success in meeting 
both minimum transplant procedure volume levels and transplant 
patient survival rates. 

I am issuing this certificate based on the following 
findings: 

The proposal is generally consistent with the State 
Medical Facilities Plan. 

RMH has presented reasonable evidence that it ca~ 
kid~ey 

reduci::g 
initiate and maintain a high quality 
transplantation service without unduly 
procedure volume at existing transplantation centers. 

~ ··liH "utc'""'" OEP.t,IIT~E' T 
OF ME4lTH 
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Mr. A. Dale Byington 
January 6, 1993 

00'754 
Page 2 

A substantial proportion of kidney transplantat:=n 
patients in southwest Virginia will have significa~~:y 
improved geographic access to this service through the 
development of a program in Roanoke. 

RMH has a good track record in the harvesting == 
kidneys for transplantation and the delivery of service 
to end-stage renal disease patients. 

The Southwest Virginia Health Systems Agency ~as 
recommended approval of the project. 

As required by Section 32.1-102.3B of the Code of Virginia, 
I have considered all factors which must be taken into account :n 
making a determination of public need and have concluded that the 
approval of the request is warranted. Further, because there is 
no known opposition to the proposal, there was no need for an 
informal fact-finding conference prior to my decision. 

Not later than 30 days before the expiration date of the 
certificate, please file two copies of the enclosed application 
for a certificate extension with the Department and one copy with 
the regional health planning agency. Part VI of the Rules and 
Regulations governing the Virginia Certificate of Public Need 
Program identifies the filing requirements and review procedure 
for certificate extension requests. 

Enclosures 

Sincerely, 

(·~ ~ ...;.6_____ 
·.~~(-'~-'d~ 
Robert B. Straube, M.D., M.P.H. 
State Health Commissioner 

pc: Carol s. Nance, Assistant Attorney General 
Paul E. Parker, Director 

Division of Resources Development 
Joseph L. Holliday, M.D., M.P.H., Director 

Community Health Operations - West 
Donald R. Stern, M.D., M.P.H., Director 

Roanoke City Health Districe 
Blue Cross/Blue Shield of Virginia 
Department of Medical Assistance Services 
Office of Health Facilities Regulation 
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C()MMONW.:AL'I II ()F Vllt(;JNIA 

u•:PARTMENT ()F IlEA I~ Til 

Mt:UICAL CARt: t .. ACII .. ITIES CERTIFICATE OF PUBLIC NEED 

ROANOKE MEMORIAL HOSPITALS (RMII) 
TltiS CERTIFIES THAT ------------------------------------------

ba~~ud~~bi~el~pro~u*Kri~d~l~-------------------------------------~ 

NAME OF FACILITY __ .... C.;.-AR_I_L_IO_N_T_RA_N_S_P_l.A_N_T_CE_.N_1_'E_R ___________ -------------------

LOCATION _______ J_E_F_FE_R_s_oN __ ~ __ D_B_E_J.I_.E_V_I_~ __ S_TR_E_~ ___ ;_R_OA_N_O_K_E_._v_IR_G_I_N_IA ___ 2L_•O_l_4 ____________________________________ _ 

VIRGINIA NON-PROFIT CORPORATION OWNERMIIP AND CONTROL _____________________________________________________________ __ 

jSCOPE OF PROJ ECT ___ E_s_T_A_n_LI_S_II_A _K_I_D_N_EY_T_R_AN_s_P_LA_NT_P_R_OG_R_AM_. _·n_I_E_A_U_T_II_o_R I_z_E_D_c_' A_P_I1-'A_l_. _co_s_···_· _1_s _$_(,_1_, _1 _7 2_. __ '1'_11_1 s_· _c_E_Ifi_'I_F_I c_A_·r_·E_ 
1

1JAS BEF.N ISSUED ON TilE BASIS 111AT RMII AGREES 1'0 HAVE TilE AU'niORIZATION FOR KIDNEY TI~ANSPI.ANT SEI~V ICES FOI~NAI.I.Y IH:CONSl UEUI·:U 

FOR RENEWAL OR REVOCATION AFI'E.R 'NO YEARS OF PROGRAM OPERATION BASED ON A REVIEW OF TilE PROGRAM'S SUCCESS 1 N MEETING 

(OVEI~) 

Puuuant to Chapt•~ 4, A~tlcle lal of Tltle U.l, Sectlona U.l-102.1 thruuah l'l.l-102.11, Cutle of Vhtl"•• 

(19~0), •• ... ncted end the pollc I•• and p~oc:eduraa pra.ulaated lt••r•uud•r. t hh tt.dlc:al tare he: llltl•• 

C.rllflcata of 1'\Jbllc Need h hau.d conUnaent upon aubatantlal and cunt lnulna pto11 ... tuwarda a..,f,-ntatlul\ 

of the propoaal within tvel¥e (12) .unthe Ira. the date of laauan~•- A ~ruar••• report al~ll be au~ltt•d tu 

the State Health c-haloM~ wllhln l_,.lve ( 12) •ntha free the date ul h•u.nc:e alun1 with adecauate aaauunce 

uf c._., I etlan wlthln • reaaonabla u- per lad. Ttw C~laaluner r•••rv•• t h• r llhl nul tu r•n•w thh 

C.rtlllcata In the evant the applicant lath to fulllll thea• cundltluna. n 1 h Ceutltlcal• Ia nun·tunal•uble 

and Ia llallacl to the location, uwnetahlp, contrul and ac:upa ul It•• pruJ•~t •huwn h•r•ln. 

f'I:MTit:ICATF. NUMiti:R. ___ VA_-_O_)_O_B_b _____ _ 

0 
0 
~ 
C/1 
Cl1 .IAN\JAI~Y h, l'JlJ'J 

Ualt ul lnuancc 

.JANliAI~Y h, I 'J'J4 



SENT BY!CARILION HEALTH SYSTEM; 1- '-93 2:20PM 

<AluLION 
HeabhS~rem 

January 4, 1993 

Mr. Paul Parker, Director 
Division of Resources Development 
V1rg1n1a Department of Health 
P.O. Box 2448 
Richmond. V1rg1n1a 23218 

RE: COPN REQUEST NO. VA-5470 
ROANOKE MEMORIAL HOSPITALS 

AOM:NISTRATION- 804 788 5584;; 2 

C•rilion Hcshh System 
PonOfflceBox 13727 OQ756 
RoaMkt, Virainia l4036-372'r' 
Telephone 703-981-7000 

Oir«t Numbtr: 703-981-8064 

INTRODUCTION OF KIDNEY TRANSPLANT PROGRAM 

Oaar Paul: 

In regards to your latter of December 23, 1992, Roanoke Memorial Hospitals 
does not wish to request an informal fact-ftnd1ng conference concerning 
the above referenced project. Officials at Roanoke H~r1al Hospitals 
have rev1twed the Department of Health's Staff Report and ~auld agree to 
the cond1t1ons as stated in the staff's rtco~mend&tions. 

Sincerely, . 

A. Dale Byington 
Director of Planning 

blg 

ec: Kenneth G. Cook, Jr., Exetutiva Director 
South•tst Virg1n1a Health SysteNs Agency (HSA III) 
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January 4, 1993 

Mr. Paul Parker. Director 
Division of Resources Development 
V1rg1n1a Department of Health 
P.O. Box 24~ 
Richmond, V1rg1n1a 23218 

RE: COPH REQUEST NO. VA-5470 
ROANOKE MEMORIAL HOSPITALS 
INTRODUCTION OF KIDNEY TRANSPLANT PROGRAM 

Dear Paul: 

Carilion Health Syttem 
Post Office Bo1 13727 
RosMke, Vif1inial.036-l727 
TetephcM 703-981-7000 

00'758 

OirfnNum~ 703-g&l-8064 

In regards to your letter of December 23, 1992, Roanoke ~r1a1 Hospitals 
does not wish to request 1n 1nforma1 fact-ftnd1ng conference concerning 
the above referenced project. Officials at Roanoke Memorial Hos~1ta1s 
have rev1twtd the Depart.ent of Healt~'s Staff Report and would agree to 
the conditions as stated in the staff's rtc~ndations. 

Sincerely, 

A. Dale Byington 
D1rtctar of Planning 

blg 

ec: Klnfteth G. Cook, Jr., Exeeutive 01reetar 
Sau\hwtat Y1rg1n1a Health SysteNs Agency (HSA III) 

-------------·~. .. ·-··· 
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~r. A. Dale Byington 
Director of Plann!~; 
Carilion Health System 
Post Office Box Box 13727 
Roanoke, Virginia 2~036-3i27 

Dear ~r. Byington: 

--·~ ~· . ~· 
~~ ~\ 

:· ._, '( 
~ .. 

•til. .. - ." • ·- _., 

• •• ... J."-~" .,.., * 
.: · ... , - ·7~~ 
,_~. 

~ :-·.· :·.: 
__ ... 
. . . -.. - . . 

December 23, 1992 

00'759 

RE: COPN Request No. VA-5470 
Roanoke Memorial Hospital 
Roanoke, Virginia 
Introduction of a Sew 
Transplantation Service 

For your consideration, I enclose the Department of Health staff report and 
the information transmitted to the Department by the Southwest Virginia Health 
Systems Agency on the request for a certificate of public need for the 
above-referenced project. 

Because conditional approval of this proposal is being recommended, you ~ay 
~ish to request an informal fact-finding conference in accordance wit~ the 
Virginia Medical Care Facilities Certificate of Public Need Rules an~ Regulations 
and§ 9-6.14:11 of the Code of Virginia. Please call me at (804) 786-7~63 at your 
earliest convenience to indicate your desire with respect to the convening o: such 
a conference. 

elwj:l 

Enclosure 

Sincerely, 

~.~ker, Director 
Division of Resources Development 

pc: v?.obert B. Straube, M.D., M.P.H., State Health Commissioner 
Ra]~ond 0. Perry, M.P.H., Adjudication Officer 
Carol S. Nance, Assistant Attorney General 
Shelia I. Givens, Office Services Specialist 
Blue Cross/Blue Shield of Virginia 
Southwest Virginia Health Systems Agency 
Office of Health Facilities Regulation 
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COPN Request No. VA-5470 
Roanoke Memorial Hospitals 
Roanoke, Virginia 
Introduction of a New Orcan 
~ra~s~lantation Service 

DEPARTMENT OF HEALTH 

Staff Analvsis 

The Project: 

C0'7ti0 

Roanoke Memorial Hospitals (RMH), a private non-?rof:~ 
corporation proposes the development of a kidney transplar:::::: 
program, to be known as the Car ilion Transplant Center. -:::e 
program will utilize the medical and surgical facili~ies o: 
Roanoke Memorial Hospital in Roanoke, a 677 bed general hospital. 
This is the first organ transplantation program initiated by R:·IH 
and the first proposed for development in southwest Virg :1ia 
(Health Planning Region III). The total estimated cap tal 
expenditure for this project is S61,172, primarily for of i=e 
equipment and furnishings for the transplant surgeon and h.!.s 
staff. 

Aoolicant's Justification: 

The following excerpts from the application summarizes :~e 
justification offered by the applicant: 

The establishment of rena~· transplant services is a key objective 
emanating from RMH' s strategic mission as a tertiary care center to 
provide comprehensive hewlth care to residents of Southwest Virginia. 
In July 1990, RMH appointed a Transplant Advisory Committee to study 
the feasibility of and develop plans for renal transplant services. 
Consequently, RMH contracted exclusively with Joseph M. Hayes, MD for 
his medical direction of the proposed Center and to coordinate all 
preliminary program approvals and certifications required through 
national organizations, including the United Network for Organ Sharing 
("UNOS") and the Health Care Financing Review to secure full Medicare 
participation. Dr. Hayes has over three years formal transplant 
training and greater than three years experience in transplant surgery 
and post-operative care, and he is American Board and L'SOS 
certified •.•. In addition, RHH has in place additional staff to 
support this proposed project, including three other nephrologists to 
assist Dr. Hayes in the preoperative. selection and postoperative care 
of transplant recipients, ar.d two renal transplant coordinators, ~ho 

wi 11 coordinate the collection and submission of data to UNOS and 
other registries. 

Need for Transplant Services in BSA III 

The number of individuals awaiting kidney transplants in Vi rg i :-: ia 
increased by twenty-eight percent between 1990 and 1991. In 1991. :5~ 
kidney transplants were performed. and 338 individuals with ESRD ~e~e 
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Roanoke Memorial Hospitals 
Roanoke, Virginia 

00'1'61 

Page 2 

awaiting renal transplants .... Four facelities in Virginia offer renal 
transplant services; however, each is located outside HSA III and the 
closest facility to the Roanoke is located in Charlottesville, which 
is 120 miles away. 

Based upon the patient or1g1n of individuals with and the prevalence 
rates of ESRD, there is a need for renal transplant services in HSA 
III, In 1991, thirty-two individuals with ESRD and using dialysis 
units in HSA III received kidney transplants in facilities outside the 
region, and the number totalled forty-two in 1990 ... 

However, these numbers do not reflect all the individuals in need 
because the availability of kidneys affects the number of renal 
transplants that can be performed. Newell Falkinburg, MD, a senior 
physician with Valley Nephrology Associates, Inc. the largest 
nephrologist group in the region, stated that, since 1990, his group 
referred 118 patients with ESRD for renal transplant services (46 in 
1990, 38 in 1991, and 34 in 1992) .... Nationally, the proportion of 
dialysis patients to the number of transplants performed has remained 
relatively constant, ranging from 7. 5 percent to 10 percent between 
1984 and 1991. consequently, nearly forty-nine potential kidney 
transplant recipients resided in HSA III in 1991, and the number 
totalled forty-six in 1990 .... 

Similarly, the prevalence or the number of individuals with ESRD in 
HSA III indicated that there is a need for renal transplant services 
in the region. Between 1990 and 1991, the prevalence rate in Virginia 
incresed by twelve percent from 3,515 to 3,942 cases. Accordingly, 
approximately 697 individuals with ESRD lived in HSA III in 1991, and 
of those, fifty-two were potential kidney transplant recipients. 

Currently, individuals awaiting kidney transplants ... [who] residents 
of HSA III must travel outside the region to obtain renal transplant 
services. Most of these facilities are more than two hours away froc 
HSA III. The long travel distance also increases the difficulty of 
kidney recipients to obtain regular post-operative exams with their 
transplant surgeon, who would monitor results of patients with renal 
transplants. 

The establishment of a renal transplant program at RHH fulfills both a 
logical progression of tertiary care service offerings and provides a 
much needed medical service in the HSA III region. 
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Roanoke Memor al Hospitals 
Roanoke, Virg nia 

Staff Analvsis 

4.!. In determining whether a public need exists for a p::-oposec 
project, the following factors shall be taken into account ~he~ 
applicable: 

4 .1. A. The recommendation and the reasons therefor of the appr::-
priate regional health planning agency. 

Staff Comment: 
The Board of Directors of the Southwest Virginia Health Systems 
Agency, considered this proposal at a meeting on December 2, 
1992, following a public hearing on the proposal. The Board 
voted to recommend approval of the application "conditional for 
two years to determine if the program is capable of meeting 
minim~~ volume and survival rates contained in the State Medical 
Facilities Plan." Its decision was based on the following 
considerations: 

* Establishment of the program can be done at a low 
capital cost; 

* Roanoke Memorial Hospitals has the financial resources 
to cover losses the program may suffer during the firs~ 
two years of operation and beyond; 

* As a tertiary care center, RMH has a wide range of 
medical and other support services available to supper~ 
the transplant program. RMH routinely performs 
complir-~~d surgery; 

* RMH is a major harvester of organs in western Virginia 
and West Virginia. This should increase the 
probability of a match between a donor and a patient in 
southwest Virginia, thus improving the likelihood the 
proposed program will meet minimum volume criteria; 

* While the impact on the TJVA (University of Virginia 
Hospital) program (kidney transplant program) may be 
noticeable, it does not appear to be likely to reduce 
volume below minimum· state requirements. If travel 
time is a key factor in a patient's decision to have a 
transplant, then it is unlikely that there will. te a 
major impact on surrounding programs; 

* Data indicates that while a small number of programs 
had actual 12-month patient outcomess lower ~ha~ 
expected survival levels, in general survival rates a: 
lower volume renal transplant programs are -==~sis:e::: 
with those at large~ volume programs. 
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Roanoke Memorial Hospitals 
Roanoke, Virginia C0'76~ 

Page 4 

No opposition to the proposal was expressed at the public hearing 
or received in written correspondence by the HSA or the 
Department. 

4. 1. B. The relationship of the project to the applicable health 
plans of the regional health planning agency, the Virginia Health 
Planning Board and the Board. 

Staff Comment: 
This proposal is consistent, in most respects, ' . .,. i th the 19 9 2 
State Medical Facilities Plan (SMFP). As noted in the SW""I/HSA 
staff report, a high proportion of the population of southwest 
Virginia is currently located within two hours driving time of a 
kidney transp1 ~ntation facility, the accessibility standard of 
the SMFP. This project isn • t needed in order to meet this 
accessibility standard. This standard reflects the specialized 
nature of this service. Obviously, travel time for kidney 
transplantation will be significantly shortened for a high 
proportion of this population through implementation of this 
project. 

It is not anticipated that RMH will have any problem in providing 
a quality transplant team or adequate surgical and support 
facilities. There is a reasonable basis for believing that RMH 
can perform the minimum number of kidney transplant procedures 
recommended in the SMFP (25) and a reasonable basis for believing 
that appropriate outcomes, in terms of graft and patient 
survival, can be achieved. 

While the critical prol.J~em in maximizing the potential health 
benefit of kidney transplantation at this time in Virginia 
appears to be increasing organ harvesting rather than developing 
new transplant centers, a case can be made that RMH has "earned" 
the right to establish a center in southwest Virginia through its 
efforts in harvesting kidneys, and the establishment of this new 
center should be possible without critically reducing transplant 
volume at UVA, the facility which will be most affected by this 
project. 

4 .1. c. The relationship of the project to the long-range 
development plan, if any, of the person applying for a certificate. 

Staff Comment: 
RMH has included this project in their long-range planning. 

4.1.0. The need that the population served or to be served by the 
project has for the project. 
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Roanoke Memorial Hospitals 
Roanoke, Virginia 

Staff Comment: 

Page 5 

00'764 

There is a sufficient number of patients with end-stage renal 
disease (ESRD) in southwest Virginia to support a kidney 
transplant program in Roanoke at the minimum transplantatiory 
procedure volume considered appropriate, and this ESRD patient 
population is growing (See SWVHSA staff report, page 7). 

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

Staff Comment: 
From a geographic standpoint, RMH is well positioned, in Roanoke, 
for access by the most heavily populated regions of southwest 
Virginia. 

Almost all patients who will be candidates for kidney 
transplantation will have the cost of their transplant covered by 
the Medicare program. 

4.l.F. The area, population, topography, highway facilities and 
availability of the services to be provided by the project in the 
particular part of the health planning region in which the project is 
proposed. 

Staff Comment: 
The topography of southwest Virginia, coupled with its size, 
presents the greatest problems in terms of travel difficulty and 
travel time among the Commonwealth's five health planning 
regions. As noted previously, most of southwest Virginia's 
population can probably reach an existing transplantation center 
within two hours but the availability of this service in Roanoke 
will provide a significant improvement in access for a high 
proportion of the area's population, a major benefit for the 
post-transplant patient. 

4 .l.G. Less costly or more effective alternate methods of 
reasonably meeting identified health service needs. 

Staff Comment: 
As noted by the SWVHSA, kidney transplantation is a more 
cost-effective approach for treating ESRD than dialysis. This is 
probably not the critical factor for consideration of less costly 
or more effective alternatives to this project. RMH is the only 
logical sponsor for a kidney transplantation center in southwest 
Virginia. The alternative to this project is to cent inue to 
provide kidney transplantation for southwest Virginians at the 
existing centers in Virginia, North Carolina, and West Virginia. 
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Roanoke Memorial Hospitals 
Roanoke, Virginia 

00'765 

Page 6 

RMH has presented a reasonable case for providing this service at 
a cost and level of effectiveness comparable to these existing 
centers at a location that will significantly improve geographic 
accessibility for southwest Virginia. 

4 .l.H. The immediate and long-term financial feasibility of the 
project. 

Staff Comment: 
RMH is a financially stable institution that can be reasonably 
expected to bear the potential losses which implementation of 
this project may entail. (A loss of approximately $72,000 is 
projected in the first year of operation.) A reasonable 
projection of revenues and expenses has been presented •hich 
indicates that breakeven for this program should be achieved at a 
procedural volume between 30 and 40 transplants, which RMH 
projects reaching in the second year of operation. This 
utilization projection is reasonable. 

As noted previously, the capital costs of initiating this service 
are negligible. 

4.1.!. The relationship of the project to the existing health care 
system of the area in which the project is proposed. 

Staff comment: 
As noted previously, kidney transplantation is not currently 
availabl~ a~ any other hospitals in southwest Virginia. The 
closest existing centers to Roanoke are in Charlottesville and 
Richmond. RMH is the largest and most comprehensive hospital 
facility in southwest Virginia and is, thus, the logical 
candidate to initiate the first transplantation service in the 
area. 

4.l • .J. The availability of resources for the project. 

staft comment: 
RMH has the financial resources to undertake this project. 

RMH has recruited a qualified surgeon and several other of the 
required personnel. No major problems are anticipated in 
recruiting the additional personnel needed and no adverse i~pac~ 
on existing facilities is anticipated. 

RMH has the ancillary and support services necessary for 
successful implementation of this project. It will utilize the 
facilities of UVA's histocompatability lab for tissue typing. 
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4.1.K. The organizational relationship of the project to ~ecessary 
ancillary and support services. 

Staff Comment: 
Because RNH is a full service general hospital, it cur:en~ly has 
the necessary ancillary and support services to supper~ t~e 
project. Dialysis services for ESRD patients have been in place 
for some time at R1'1H. Development of an appropriate 
organizational relationship of the transplantation cen~er ~o 
necessary ancillary and support services should be easily 
achievE?d. 

4 .1. L. The relationship of the project to the clinical :1eeds of 
health professional training programs in the area in which the project 
is proposed. 

Staff Comment: 
It does not appear that the development 
transplantation program at RMH is important 
clinical needs of health professional training 
area. 

of the kidney 
to meeting the 
programs in the 

4 .1. M. The special needs and circumstances of an applicant for a 
certificate, such as a medical sc~'lool, 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 planning region 
in which the project is to be located. 

Staff Comment: 
The primary service area of RMH lies in southwest Virginia and it 
is likely that the bulk of patients served by the proposed 
transplantation center will originate in this health planning 
region (H.P.R. III). A region of southeast West Virginia may be 
served by the proposed transplantation center as well. 

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

Staff Comment: 
It does not appear that the development of the proposed projec~ 
is important to meeting the need for osteopathic and allopathic 
services and facilities. 
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4. 1. 0. The special needs and circumstances of health maintenance 
organizations. When considering the special needs and circ~~s~ances 
of health maintenance organizations, the conunissioner may grant a 
certificate for a project if the commissioner finds that the projec~ 
is needed by the enrolled or reason~~ly 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. 

Staff Comment: 
It does not appear that this project is needed by the enrolled o~ 
reasonably anticipated new members of a health maintenance 
organization. Kidney transplantation services are available in 
Virginia through providers which are not health maintenance 
organizatior.=. 

4.1.P. The special needs and circumstances for biomedical and 
behavioral research projects which are designed to meet a na.tional 
need and for which local conditions offer special advantages. 

Staff Comment: 
It does not appear that development of the proposed project is 
relevant to meeting the need for any biomedical or behavioral 
research projects. 

4. 1. Q. The costs and benefits of the construction associ a ted with 
proposed project. 

Staff Comment: 
There is no construction associated with this project. 

4. 1. R. 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. 

Staff Comment: 
This project is not anticipated to generate excess revenue until 
the second year of operation. RMH should be able to absorb the 
net loss projected during the initial buildup of services wi~hout 
increasing other charges to subsidize the transplan~a tion 
program. 

Cost savings will occur for transplant patients with reduced 
travel expenses due to the availability of kidney transplantation 
services in southwest Virginia. 
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This project is likely to reduce the volume of ~:=ney 
transplantations at UVA, which is likely to have a negative 
impact on tha~ facility's bottom line. Given the considerable 
transplan~ation waiting lis~, lt some improvement in t~e levels 
of kidney harvesting can occur in Virginia, this impact should =e 
short-term. 

4.1.5. Improvements or innovations in the financing and delivery of 
health services which foster competition and serve to promote quality 
assurance and cost effectiveness. 

Staff comment: 
The proposed project involves no improvements or innovations in 
financing. Most kidney transplantations will qualify for 
Medicare reimbursement. Because of the reduced travel time for 
transplant patients in the southwest part of Virginia, this 
project will represent a more cost-effective transplantation 
alternative for many of thesa patients relative to existing 
transplantation centers in Charlottesville, Richmond, or other 
states. 

4.1.T. 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. 

Staff Comment: 
Three of the four existing kidney transplantation programs in 
Virginia have performed more than the minimum standard of 25 
transplant procedures i~ &ach of the last three years. Henrico 
Doctors Hospital in Richmond initiated this service in 1990, when 
COPN authorization of this service was not required, and 
performed 17 procedures in FYE 9/30/91. As noted previously, the 
proposed project will be the first kidney transplantation program 
in southwest Virginia. UVA is the existing center which will be 
most affected by this project. It reported the highest number of 
kidney transplants in the state (58) in FYE 9/30/91. 

It appears likely that this new program can be initiated in 
Roanoke, achieve a level of appropriate utilization and efficient 
operation, and not reduce the level of transplantation procedures 
at any existing center to an inappropriate level. 
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Staff Recommendation 00769 

The staff of the Division of Resources Development recommends to 
the State Health Commissioner that the proposal by RMH to int=cdu=e .an 
organ transplantation service in Roanoke be conditionally aporoved. 
The condition is that the COPN authorization be formally reconsidered 
for renewal or revocation after two years of program operation based 
on a review of the program's success in meeting both mi~imum 
transplant procedure volume levels and transplant patient sur·1ival 
rates. 

The basis for this recommendation is as follows: 

* 

* 

The proposal is generally consistent with the State 
Medical Facilities Plan. 

RMH has presented reasonable evidence that 
initiate and maintain a high quality 
transplantation service without unduly 
transplantation procedure volume at 
transplantation centers. 

it can 
kidney 

reducing 
existing 

* A substantial proportion of kidney transplantation 
patients in southwest Virginia will have significantly 
improved geographic access to this service through the 
development of a program in Roanoke. 

* RMH has a good track record in the harvesting of 
kidneys for transplantation and the delivery of service 
to ESRD patients. 

* The Southwest Virginia Health Systems Agency has 
recommended approval of the project. 
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Fairfax 

MCV 

UVA 

TOTAL 

0/o Growth 

SENTARA NORFOLK GENERAL HOSPITAL 

GROWTH IN LIVER TRANSPLANT VOLUME 
COMMONWEALTH OF VIRGINIA 1992-1996 

4 14 18 36 

31 37 33 39 

71 117 113 129 

65°/o 

Average Annual Growth 

Source: United Network for Organ Sharing Research Department 
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53 
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SENTARA NORFOLK GENERAL HOSPITAL 

SERVICE AREA PATIENTS OBTAINING LIVER TRANSPLANTS 

00836 
1994 1995 ~ 

Region 2 0 4 2 

Region 4 0 7 2 

Region 11 18 10 24 

Totals from Area 18 21 28 

Source: UNOS Research Department 
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SENTARA NORFOLK GENERAL HOSPITAL 

PROJECTED HSA V LIVER TRANSPLANTS . 
BASED ON STATEWIDE USE RATE 00838 

VA Liver Transplants 1996 156 

VA. Population 1996 • + 6 612 877 

Transplant lncidence/1,000 .0235 

HSA V Population 1998 • 1,557.745 

Transplant lncidence/1,000 X .0235 

Projected 1998 Area Liver Transplants 37 

Extrapolated from Virginia Employment Commission State Population Projections 
1990, 2000 & 2010. 

Source for liver transplant data: United Network for Organ Sharing Research Department 
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~==============-=== 
Langley and McDonald, P.C. 
Eng1neers 
Surveyors 
Planne-s 
LandScape Architects 
Environmental Consultants 

Ms. Sandra Miller 
Sentara Norfolk General 
6015 Poplar Hall Drive 
Norfolk, VA 23 502 

May 19, 1997 

RE: Travel Time Study for Liver Transplant Application 
L&M Project No. 84158-17-61 

Dear Ms. Miller: 

GEORGE E. lANGLEY 
Cotlul~t~ 

T. JOSEPH WcDOIIA&,O 
ti0&-1952 

As you requested the following is a breakdov.;n of census tracts in South Hampton Roads located 
more than two hours from MCV in Richmond. 

In order to determine the travel time from MCV to Hampton Roads, Langley and McDonald 
measured a base travel time from South Hampton Roads to MCV. The travel time was measured 
from the Interstate 64 and Route 44 interchange to ~1CV by two drivers who maintained the posted 
speed limit. The weather condition for both trips was fair, and no traffic congestion was encountered. 

Using an average of the two travel times. the base time from the 1-64/Route 44 interchange to MCV 
in Richmond is 1 hour and 40 minutes. Next, using the base travel time along with regional travel 
times developed by the Hampton Roads Planning District Commission in the Hampton Roads 
Regional Travel Time Analysis, estimated travel times were developed from MCV to census tracts in 
Chesapeake. Virginia Beach, Suffolk, the Eastern Shore, and Nonheastem Nonh Carolina. The areas 
are listed below v.ith population by census tract. Population data is based on 1990 census data. 

S1!f!olk- 80°/o of Total Population - 41,826 

CE~SUS TRACT 
208.04 
210.03 
210.04 
211.01 
211.02 
212 

TOTAL 

55~.! Gr::r.wrcn Road 
'/.:;,:-;.a 3:a.:n. IJ A 23-!52 

'F!.X. ;;571 ~97-7933 

Chesapeake 
POPULATION 

2,764 
8.508 
3,339 
4, 14-l 
4,637 
4.616 

2S,OOS 
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Ms. Sandy Miller 
Sentara Norfolk General 

Eastern Shore 
COUNTY 
Nonhampton 
Accomack 
TOTAL 

CENSUS TRACT 
420 
422 
430.01 
430.02 
432 
434 
436 
438 
440.01 
440.02 
442.01 
444.01 
444.02 
446 
448.04 
448.05 
448.06 
450.85 
452 
454.06 
454.07 
454.08 
454.09 
454.10 
454.11 
454.12 
460.08 
464 
466 

TOTAL 

Virginia Beach 

Langley and McDonald 

POPULATION 
13,061 
31.703 
44,764 

POPULATION 
3,476 
8,534 
5,715 
3,359 
1' 184 
2,082 
1,675 
3,728 
6,655 
7,381 
6.322 
3,896 
5,625 
3.645 
9,296 
3,461 
5,226 
4,395 
5,166 
4.790 
3,357 
6,213 
8.592 
2.543 

14,260 
1.396 
8,750 
3.174 

966 
144.861 
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Ms. Sandy Miller 
Sentara Norfolk General 

Langley and McDonald 

Northeastern North Carolina 
COUNTY 
Camden 
Chowan 
Currituck 
Dare 
Edenton 
Elizabeth City 
Pasquotank 
Perquimans 
TOTAL 

GRAND TOTAL 

POPtn...ATION 
5,962 

13,506 
13,736 
24,700 

5,268 
14,292 
32,382 
10.447 

120,293 

379,753 

May 19. 1997 
Page3 

As indicated above, these travel times are based on ideal conditions. The Hampton Roads Bridge 
TuMel however is a source of frequent and often prolonged deiay. The Virginia Department of 
Transportation completed an incident survey for the month of September I 996 on the westbound 
lanes of the Hampton Roads Bridge Tunnel. There were a total of 1 0 I incidents for a total duration 
of 25 hours and 17 minutes. The duration of each delay incident is from the time the incident occurs 
until the vehicles are cleared and the lane is open to traffic. 

The impact of each incident on delay is much greater than the duration of the incident. Each incident 
usually causes a delay of from 15 to 30 minutes due to the vehicle queue, or traffic back-up. Using 
alternate routes to avoid the congestion would increase the base travel time. The population which is 
more than two hours travel time from Rich.'Tlo~~ ·.•·r..H/d increas~ s;;bstantially if delays at the 
Hampton Roads Bridge Tunnel approach 15 mi:. 

In summary, while we cannot compute a pre.:. . ._.,.:.~(l)S exceeding 15 minutes, considering 
Hampton Roads Bridge Tunnel congestion iS a r1ecessity in traveling across Hampton Roads. 

Please contact us if you have any questions or comments at (757) 473-2000. 

Very truly yours, 

L.~"iGLEY Al\TQ i\1cDONALD, P.C. 

/J/;/i-/~!/,;-
\\'illiam J Cashman, Jr. 
Principal 
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CENSUS TRACTS MORE THAN TWO HOURS TRAVEL TIME FROM RICHMOND, VffiGINIA 
(1990 CENSUS OF POPULATION) 
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EASTERN SHORE 
OF VIRGINIA 

Northampton Co. 13,061 
Accomack Co. 3L1J1J. 
Total 44. 764 

SOUTH HAMPTON ROADS 
Virginia Beach 
Chesapeake 
Suffolk 
Total 

VIRGINIA BEACH 

144,862 
28.008 
41.826 

214.696 

NORTHEASTERN 
NORTH CAROLINA 
Total 120,293 
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- 00951 
SENTARA NORFOLK GENERAL HOSPITAL 

LIVER TRANSPLANT PROGRAMS• BY MSA DESIGNATION AND RANK 

MSA Population #Liver 
Rank Metropolitan Area (1990 Census) Transplant 

Programs 

1 New York, NY- NJ- CT- PA. 19,549.649 6 
CMSA 

2 LA - Riverside - Orange. CA - 14,531,529 5 
CMSA 

3 Chicago, IL -IN- WI, CMSA 8,239,820 4 

4 DC - MD -VA- WVA, CMSA 6,726,395 4 

5 San Fran cisco - Oakland - San 6,249,881 2 
Jose, CA- CMSA 

6 Philadelphia. PA- NJ - DE - MD. 5,893,019 5 
CMSA 

7 Boston, MA- NH - ME - CT. 5,455,403 4 
CMSA 

8 Detroit - Ann Arbor, Ml - CMSA 5,187,171 2 

9 Dallas- Fort Worth, TX- C~,~SA 4,037,282 2 

10 Houston - Galveston. TX - CMSA 3,731,029 5 

11 Miami - Fort Lauderdale, FL - 3,192,725 1 
CMSA 

12 Atlanta, GA- MSA 2,959,500 2 

13 Seattle -Tacoma, WA- CMSA 2,970,300 2 

14 Cleveland -Akron. OH - CMSA 2,859,644 2 

15 Minneapolis- St. Paul, MN - MSA 2,538,776 1 

16 San Diego, CA- MSA 2,498,016 1 

17 St. Louis. MO - MSA 2.492,348 4 

18 Pittsburg, PA- MSA 2,394,811 2 

19 Phoenix- Mesa. AZ- MSA 2.238.498 1 
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MSA 
Rank 

20 

21 

22 

23 

24 

25 

26 

27 

28 

29 

30 

·Source: 

00952 

Population #Liver 
Metropolitan Area (1990 Census) Transplant 

Programs 

Tampa- St. Petersburg, FL- MSA 2,067,959 1 

Denver- Boulder, CO- CMSA 1 ,980,140 3 

Cincinnati - Hamilton, OH - KY - 1,817,569 2 
IN, CMSA 

Portland - Salem, OR - WA, 1,793,476 2 
CMSA 

Milwaukee- Racine, WI, CMSA 1,607,183 2 

Kansas City, MO - KS, MSA 1,582,874 2 

Sacramento- Yolo, CA- CMSA 1,587,898 1 

Norfolk - Virginia Beach, VA - 1,444,710 ---
NC,MSA 

Indianapolis, IN - MSA 1,380,491 2 

San Antonio, TX - MSA 1,324,749 1 

Columbus, OH - MSA 1,345.450 2 

Population Division - US Census Bureau, Department of Commerce and 
United Network for Organ Sharing 
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~VARD MEDICAL SCHOOL 

HUCH AUCHINCLOSS, JR., M.D. 
.U.ed••• Protc .. or or Svra•'7 

Ms. Laura Aaron 
Attorney-at-Law 
Mezzallo & McClandlish 
1111 E. Main Street 
Richmond, VA 23219 

Dear Ms. Aaron: 

. 0095{1 
MASSACHUSETTS GENERAL kosPITAL 

TOAfiSPLANJ~TtON UNt'r 
OBrARTMlNT P SVRCtRY 

May 19, 1997 

WHrT 31~' 
.. tASSACHtiStTt'$ C NUAI. HOSPtTAl 

IOSTON, NAS5A~H1JSITTS C2114 

('l 7J np·•• u 

£1ohil Aychfnclo .. el\ li•.ftlll'.l\u•·ud cd~ 
PAX (017Jr:U·HU 

This is to certify that at the American Society of Transplant Surgeons' meeting · 
OUcago duriDg May 14-16, 1997, the Council of that Society decided to change the 
criteria for certification of ttaosplan t fellowship training programs. The new criteria 
specify that a transplant fellowship training program must have enough patientS sucb 
that each fcllpw will have primary responsibility for 75 new patients during their 
fellowship training. To be certified as a liver transplant fellowship program, at least 45 
of those patients must be liver transplantation patients. 

Please conta.L;t me with any adctitiunal questions. 

HA/cms 
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00955 
SENT ARA NORFOLK GENERAL HOSPITAL 

ACCREDITED LIVER TRANSPLANT TRAINING PROGRAMS • 
ANNUAL VOLUMES BY PROGRAM 

Program Annual Volumes 

96 95 94 

University of California, San Francisco 100 206 206 

University of Chicago 129 132 125 

University of Cincinnati 33 36 30 

Baylor University, Dallas 118 140 145 

Deaconess Hospital, Boston 45 30 45 

Duke University 38 38 38 

University of Florida, Gainesville 102 81 36 

Johns Hopkins, Baltimore 45 51 61 

Massachusetts General, Boston 34 22 25 

Mayo Clinic, Rochester Methodist Hospital 89 91 76 

University of Miami 179 194 , 16 

University of Michigan, Ann Arbor 59 78 79 

University of Minnesota 27 29 30 

Mt. Sinai, New York 182 209 175 

University of Nebraska 81 94 1 16 

New York University, New York 59 50 37 

Ohio State University, Columbus 28 35 32 

University of Pennsylvania 64 47 19 

University of Pittsburg 182 212 219 

Rush Presbyterian, Chicago 63 65 77 

State University of New York 0.00 0.00 1 

University of Texas, Houston, Hermann 37 28 31 
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Program Annual Volumes 

96 95 94 

MCV 66 39 33 

UVA 37 54 62 

University of Washington, Seattle 67 53 56 

Washington University, Barnes 57 50 59 

University of Wisconsin, Madison 62 67 60 

• Source: American Society of Transplant Surgeons, United Network for Organ 
Sharing 

J·•.MCT'SEHTAiitA•NORFOL11t·011tGAN.22'.LIVEIItCHT.H 
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HARVARD MEDICAL SCHOOL 

GH AUCHINCLOSS. JR .• M.D. 
Auu.:i.a&t rrofeuor of Sursuy 

Marc P. Posner, M.D .• F.A.C.S. 
Professor and Chairman 
Division of Transplantation Surgery 
Director. MCV Transpl:mt Program 
Medical College of Virginia Transplant Program 
P.O. Box 980057 
Richmond, VA 23298 

Dear Dr. Posner: 

MASSACHUSETTS GENERAL HOSPITAl 

01005 TRA~~rl ,\~TATIO~ C~IT 

nF.rA~TMI!~T ('If ~l.'l::la~' 

MA~~:\CJU.:~E:TTS \.:[~ERAL H"~rl r,\L 
n\."~H\'S. M.\~~.\Cttt:~ETTS ~:1u 

, .. , :'J :'=-·:C .. III 
F,\ \C .. I:'• :-: .... ,.,!Ill 

t-::\l.atl :\ .. :!'lon.-1,"•1!'"'"11\ m,:h fiJt\·.uJ .-.I" 

November 26, 1996 

Your application for re-cenification of your transplant fellowship training program was 
reviewed by the Education Commi[[ee and by the Council of the American Society of Transpla~H 
Surgeons. At the n1eeting in San Francisco in October. 1996 the following action was taken: 

Your program was certified for: Kidney/Liver 

Certification for your program will continue until December 31, 1999. 

This cenification process has evolved and been in flux for several years. generating 
considerable confusion. This is likely to continue, especially since the A.S.T.S. Council 
expressed an interest in revising the cenification guidelines so that they are based on the number 
of transplants perfonned per fellow rather than the absolute number of transplants. The A.S.T.S. 
Education Committee will consider this issue and report back to the Council next spring. New 
guidelines may well make it possible for some programs which are not currently certified or 
which are on probation to gain Council approval. Thus. program directors should watch the 
CHI~1ERA next year for the outcome of these discussions. In addition, program directors should 
be aware that training too large a number of fellows relative to the volume on their service may 
jeopardiz.: their chances ior cenification as a program in th~ fucurt:. 

HA/cms 
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REQUIREi\·IE!\75 FOR ASTS ACCREDITATION OF 
TRANSPLANT SURGERY FELLO\VSHIP TRAINING PROGRM1S 

01015 

~ebruary 1995, the Council of the ASTS, upon recommendation by the Education Committee, agreed upon the 
.owing requirements for ASTS accreditation of transplantation surgery fellowship training programs. 

Duration or Training: 

Regardless of the intensity of exposure to clinical transplantation, there is a consensus that transplant surgery training 
programs should be two years in duration. 

Content or Training: 

The scope and depth of transplantation has changed dramatically in the recent years with heavy emphasis on multi-organ 
transplamation expertise. There is stronger emphasis for fellowship trainees to have experience in kidney, liver, pancreas 
transplamation. as well as multi-organ procurement. Although the following requirements are listed for each organ 
transplant individually. it is ideal that exposure to transplant surgery approaches all requirements. 

Kidney Transplantation: A minimum of one year of clinical experience at an institution performing a minimum of 60 
kidney transplams annually, during which the transplant surgery fellow participates in all activities of kidney 
transplantation (i.e. provision of vascular access. organ procurement, and at least 30 transplant operations as primary 
surgeon or co-surgeon over the two year fellowship) is mandatory. 

Li,·cr Transplantation: Clinical liver transplantation fellowship programs are encouraged in institutions having an 
adequate case load and opportunity for long-t~rm follow-up. The Council of the ASTS judge that the institution should 
perform at least 50 liver transplancs annually. Adequate transplant fellow experience over the two year fellowship is a 
tT"inimum of 40 liver trans lants either as rimarv suroeon or first assistant. The liver transplantation experience should 

anc ude a equate training in multi-org:n procurement (kidneys, livers, pancreases) with 25 procedures as primary 
or co-surgeon required during the(cwo year fellowship duration. 

\ 
Pancreas Transplantation: Clinical pancreas transplantation is sufticiently complex and unique that fellowship training 
is encouraged in institutions having an adequate case lo:!d. The Council of the ASTS judges that the fellowship training 
institution should perform at least 20 pancreas transplants annually. Adequate transplant surgery fellow experience over 
the t\\'O year r'ellowsh ip is a minimum of 15 pancreas transplants. either as a primary surgeon or first assistant. 

~lulti-Organ Transplantation: Programs are encouraged to seek approval for training in kidney. liver. and pancreas 
transpl:mt~tion. either as individual institutions or by amalgamating with another. Broad and intensive clinical exposure 
to kidney. I iver. and pancreas transplantation. as well as multi-organ procurement is sought. 

~Iulti-Organ Procurernent: Training in multi-organ procurement is essential and transplant surgery fellow experience 
over the two year fellowship is a minimum or" 25 multi-organ procurements, either as prim:!ry surgeon or first assistant. 

The Application Proct'ss: 

If you h:!ve questions or added input, please contact Hugh Auchincloss, Jr., M.D .. Chair, ASTS Education Committee, 
Department of Surgery/Transplantation. Massachusetts General Hospital, 32 Fruit Street, \Vhite 510-8. Boston. 
~1assachusetts 0211 ~- Upon receipt of the application form and after a preliminary review, a site visit will be scheduled. 
The site visit te:lm will arrange an agenda with the transplant program to ascertain the strength of institutional support 
for the transplant program and to help optimize the transplant surgery fellowship potential at that center. Our intention 
is w be h:!!prul ~nd constructi\·e. 

~·l .·\t~.:hindoss. Jr .. i'-1.0 
Ch~!r. [~·.:~~~ior. C ~.."~mmi:t~t! 
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Objective: 

SPECIAL REQUIREMENTS FOR GRADUATE EDUCATION IN 
RENAL AND VISCERAL TRANSPLANT SURGERY 

01016 

The objective of a Transplant Surgery Fellowship Training Program is to develop 

proficiency in the surgical and medical management of patients with end·stage organ 

diseases amenable to transplantation. This objective can be achieved through a 

structured supplemental program for the study and treatment of these diseases in an 

accredited and properly supervised transplant surgery fellowship. Candidates for such 

training must have satisfactorily completed a residency which satisfies the educational 

requirements for certification by the American Board of Surgery or The American 

Board of Urology. 

Structure of Program: 

The objective of a Transplant Surgery Fellowship Training Program can best be 

achieved when it is based within an institution approved for graduate medical 

education in General Surgery or Urology and also in those other disciplines particularly 

related, such as Infectious Disease, Immunology, Radiology, Nephrology, Diabetology, 

Cardiology, Pulmonary, and Gastroenterology. To provide for an effective training 

program, the Transplant Surgery Section should be organized within the frame"vork 

of a larger administrative unit, such as a Department of Surgery, General Surgery, or 

Urology. It is essential that the clinical component be centralized if a proper transplant 

surgery fellovvship program is to be conducted. This can be best achieved by 

establishment of a unit to which all transplant cases are admitted. This should be 

unoar the direction of a qualified transplant surgeon \.vith conti~uous responsibility for 
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teaching, quality of patient care, and research. The director of the program should be 

certified by the American Board of Surgery or the American Board of Urology. Other 

staff members should be experienced in transplant surgery, dedicated to teaching, 

willing to devote the necessary time and effort to the education program, and should 

be engaged in research activities as well. 

Scope of Training: 

The program must provide instruction in the clinical and basic sciences, 

encompassing anatomy, physiology, pathology, and immunology including 

histocompatibility testing, as they relate to the diagnosis and treatment of end-stage 

organ diseases. Case material in sufficient volume must be available for the 

development of skill in the management of patients requiring transplantation. 

Adequate facilities must also be available for instructing the trainee in the performance 

and interpretation of special diagnostic techniques and instrumentations necessary for 

the management of transplant patients. Most importantly, the candidate must be 

provided v1ith an adequate volume of operative experience. 

Surgical Content and Duration of Training: 

The activity of the training program must be sufficient to insure adequate 

exposure to the surgical procedures applied to transplantation. For accreditation as 

a kidney transplant training program, the center must perform at least 60 kidney 

transplants annually. Accreditation as a liver and/or pancreas transplantation program 

requires performance of at least 50 liver transplants annually and 20 pancreas 
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annually. In addition, sufficient activity in multi-organ procurement is required such 

that the transplant center exists within organ procurement organization boundaries 

that can account for at least 25 multi-organ procurements annually. The program 

must also be of sufficient duration to allow the trainee to acquire skill in the pre- and 

postoperative management of transplant patients. The length of the fellowship period 

should be no less than 24 months. Programs offering training in kidney-only or liver­

only transplantation should offer at least 12 months of clinical training with the 

balance of the two-year fellowship spent in additional clinical work or laboratory work. 

Programs offering training in both renal and extrarenal transplantation including multi­

organ procurement should offer at least 18 months of clinical training, with the 

balance of the two-year fellowship spent in additional clinical work or laboratory 

experience. 

Clinical Material: 

The clinical experience must be obtained after completion of the candidate's 

residency requirements. It is essential for trainees to learn the management of end­

stage organ disease and the specific indications and contraindications for organ 

transplantation. It is also important for the trainee to gain understanding of the 

function of the histocompatibility laboratory vvith respect to cross-match.ing 

techniques, PRA testing, and tissue typing. 

histocompatibility laboratory is considered desirable. 

Actual time spent in the 

The trainee must obtain operative experience under the supervision of the 

Director of the Transplant Program or his/her deputy. An adequate volume of surgical 

318 



01.019 

experience must include; living related and/or cadaver donor operations; 

transplantation procedures including re-operations as management of complications; 

and, for fellowships in kidney transplantation, vascular access procedures. The 

number of transplant operations performed by the candidate as primary surgeon or 

first assistant, over the 24-month fellowship, must be no less than 30 kidney 

transplants in a kidney transplant fellowship, 40 liver transplants in a liver transplant 

fellowship, and 15 pancreas transplants in a pancreas transplant fellowship. 

It is essential that the trainee also have an intimate acquaintance with the 

laboratory and radiologic procedures used in the diagnosis of rejection, infection, and 

other problems. The trainee should also gain familiarity of pathology of rejection and 

must be fully conversant with the ·various techniques of immunosuppression and their 

complications. He/she must also have experience in the workup of living donors and 

in the procurement and preservation of organs obtained from cadaver donors. The 

trainee must also have continuity of experience in the postoperative and long-term 

follow·up of transplant recipients. Finally, opportunities for participation in basic 

science research or clinical research is strongly encouraged. 

Aoproval of Programs: 

It is not essential nor even desirable that all institutions adopt exactly the same 

content and structure of their programs, but it is necessary that all programs meet the 

essentials for approval and demonstrate that they can provide a high quality of 

education through the clinical experience provided the trainee. 
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BERTON W. ASHMAN. M.D. 
ALAN P. GANDERSON. M.D. 
JAMES W. RAWLES • .:R.. M.D. 
JAN A. JANSON, M.D. 

August 20, 1996 

Dr. Richard L. Hurwitz 
Virginia Vascular Associates 
880 Kempsville Rd., 11000 
Norfolk, VA 23502 

Dear Rick: 

1101 FIRST COLONIAL ROAD, SUITE 200 
VIRGINIA BEACH, VIRGINIA 23~ 

PHONE (804) 481-417 
FAX (804) 481·7138 

Thank you for your letter regarding the tentative plan for 
establishing a liver transplant program in Hampton Roads. While 
initially this seemed to be an appealing idea (primarily for 
reasons of convenience), I subsequently have had some reservations. 

The majority of our liver transplant patients currently qo to MCV, 
where the service has been excellent.: Fortunately, this 
institution is really not very far away and has a very well­
established and successful liver transplant program. While I do 
not doubt that the surgical and technical aspects of the procedure 
can be mastered here in Tidewater, I am.not at all confident that 
the current situation in Tidewater lends itself well to the 
establishment of the other components necessary for a successful 
liver transplant program. 

The medical aspects of liver transplant evaluation and management 
would require a full-time dedicated hepatologist, preferably allied 
with a major academic institution. I do not think that community 
gastroenterologists can function effectively in this role. 

We must also consider that the effectiveness and success of the 
liver transplant program depend to a great extent on the depth of 
its experience. I think that dilution of this experience by 
establishment of an additional liver transplant center in our 
region does not serve our patients well. 

At the present time, the availability of liver transplants is 
limited primarily by the availability of transplantable livers. A 
second transplant program, with additional hospital beds, equipment 
& physicians, will do nothing to change_ the one limiting factor. 
In addition, it may diminish th~ overall quality and effectiveness 
of this procedure in our area. 

-continued-
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Dr. Richard Hurwitz 
August 20, 1996 
Continued - page 2 

. - -" 01076 . 

I would, therefore, recommend that the plans for a liver transplant 
program in Bampton Roads be shelved for the present time. 

Jr., M.D. 

Dr. Mitchell Shiffman 
Chief, Hepatology Section 
Medical College of Virginia 
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BERTON W. ASHMAN. M.D. 
ALAN P. GANDERSON, M.D. 
JAMES W. RAWLES. JR., M.O. 
JAN A. JANSON. M.D. 

GASTROENTEROLOGY, LTD. 

July 8, 1996 

Dr. Richard Hurwitz 
Virginia Vascular Associates 
880 Kempsville Rd., ilOOO 
Norfolk, VA 23502 

Dear Rick: 

-\. 01080 

1101 FIRST COLONIAL ROAO, SUITE 200 
VIRGINIA BEACH, VIRGINIA 23~4 

PHONE (80.&) 48 t -4817 
FAX (804) 481-7138 

Thanks for your letter of 6/27/96. Unfortunately, due to a heavy 
day after being on-call, I was unable to attend the meeting to 
discuss a possible liver transplant program at ~entara Norfolk 
General Hospital. 

I hav!! certain concerns that you should know about. I believe that 
there are at least three centers in Virgin~a which are already 
performing transplants. Forming a fourth center, I believe, would 
dilute our regional centers' experiences. To wit, I do not. believe 
there is enough pathology to support a liver transplant center in 
Norfolk. 

Thank you for your attention to this matter. Please don't hesitate 
to contact me if you wish any further discussion. 

Sincerely, 

Jan A. Janson, M.D. 

JAJ:js 
/ 

cc:vOr. Mitchell Shiffman, Medical College of Virginia 
Dr. Michael Ryan 
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ASTS Accreditation of Fellowship Programs 

Summary of Patient Volume Rtquirements for Ftllowship Pro1rams: 

75 transplant patients must be 3vallable for each transplant fellow in the 
program to sc:vc a; primary SW'Jeon over tbc course or their nining 

.In adclition: 

To be eerr.ified as a kidney tr-ai.n)-planu.tioa !ellov.·ship: eacb feUow must perform at 

ieut 30 kidney transplants as prima:y surGeon 

To be unilied u a Jh·er crwplant:ttior. fellowstip: each fellow mu't perform a l-:.ss~ 

45 lh·er tranaplants as primuy surpoa 

To be -=~~ed as a pancreas cransplantation fellowship: ach f•Uow must perform a~ 
ltast 15 pancreas transplants~~ pr..ma.ry suraeon 

Tt~ 

~-· 

·~--·-- ----------
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DR. POSNER 
01129 32 

of the tra~splant unit. That's about it. 

Q Does MCV currently have a liver 

transplant training program? 

A Yes, it does. 

Q And would you describe that for Mr. 

Perry, please? 

A This is called a transplant 

fellowship, and MCV has had ~ transplant fellowship 

since 1966. It's been accredited by the American 

Society of Transplant surgeons since 1974 which is the 

year of inception of the American Society of Transplant 

Surgeons for kidneys. w• recently received 

accreditation for livers as well. 

Q I'm referring you to tab 5 in our 

15 exhibit book. Was the accreditation granted in 

16 November of 1996? 

17 A Yes. 

18 Q Were you -- I'm sorry, let me back 

19 up. How many certified liver tran•plant fellowship 

20 

21 

22 

23 

24 

25 

training programs are there in the country? 

A 

Q 

There are 30. 

And does a list of all the 

accredited programs appear behind tab 6? 

A Yes, it does. 

Q Were you involved in the process of 

CAPITOL REPORTING, INC. 
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1 getting the MCV liver transplant fellowship program 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

accredited? 

A 

Q 

Yes, I was. 

Can you describe that process for 

Mr. Perry and how long it took? 

A It took us four years or so because 

the criteria for accreditation changed. The actual 

volume of transplants necessary that a center performs 

in order to have an accredited transplantation and 

fellowship training in liver transplantation increased 

each year from 1992 to 1995. 

Q 

A 

Q 

A 

Q 

standards appear? 

A 

Q 

Where was it when it started? 

It started at 20. 

Where is it now? 

Now it's at 50. 

Behind tab 7 do the current 

Yes, they do. 

If MCV loses part of its liver 

transplant volume to Sentara•s new program, what are 

the implications of that volume loss to the fellowship 

program's accredited status? 

A Aa you can ••• from what's in tab 

5, we are going to be revisited in 1999, so the 

certification is good for three years. If you also 

CAPITOL REPORTING, INC. 
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1 read the p~ragraph below that, there is some statement 

2 to the effect that manpower issues may dictate 

3 fellowship training numbers, and numbers of transplant 

4 or transplant volume may reflect an interest in 

5 decreasing the number of fellows trained. 

6 The bottom line there is that if I 

7 had to guess, I think that the volume requirement will 

8 increase over time, and if we were to drop below that 

9 then we would lose our certification. 

10 Q Have you reviewed the staff reports 

11 regarding the Sentara project issued by the Department 

12 of Healt~ and by the Eastern Virginia Health Systems 

13 Agency? 

14 

15 

A 

Q 

Yes, I have. 

Does the staff report of the 

16 Eastern Virginia Health Systems Agency take any of 

17 these adverse training consequences into account? 

18 A Well, I don't think they give it 

19 enough weight. 

20 Q Turning to the reaearch iaaues for 

21 a minute, Dr. Posner, are you familiar with the 

22 suggestion in the Department of Health ataff report 

23 that MCV and Sentara could, quote, conduct joint 

24 research on a much larger combined pool of patients 

25 than MCV has ever had solely in houae and the statement 

CAPITOL REPORTING, INC. 
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1 transplant center at Dallas has also begun ·the01138 

2 procedure. 

3 Q So it's not a widely available 

4 technique? 

5 A No, it's not. And it's all being 

6 directed through my laboratory and the Pittsburgh 

7 laboratory. 

8 

9 MR. MCCANDLISH: Could I clarify 

10 the time period in which these research 

11 initiatives were first undertaken? 

12 THE WITNESS: Yeah. These researct 

13 initiatives are all between '9i and '97. 

14 

15 BY MR. HEDBERG: 

16 Q Ballpark estimate, how many 

17 different research projects in that time span would yo~ 

18 say you have initiated with your colleagues? 

19 A Well, it's, most are in the cv that 

20 I have been the principal investigator on. It doesn't 

21 reflect all of the co-investigations. Look at the CV, 

22 I don't keep an open tab on how many I have projected. 

23 Q In that time we are talking about 

24 2, 3, 4, 5, 6, 7, 8, 9, 10, 11, 12, 13, 14, 15. 15 

25 pages of titles of research programs? 

CAPITOL REPORTING, INC. 
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1 A Yes. All the peer review 

2 publications are from investigational approved either 

J human research or basic research that led to human 

4 research. 

5 Q So you all are fairly active in 

6 research? 

7 A Yes, sir, I think so. 

8 Q Have you reviewed the staff reportE 

9 regarding the Sentara project that the Department of 

10 Health and the Eastern Virginia Health Systems Agency 

11 prepared? 

12 A Yes, sir, I have. 

13 Q Are you familiar with the 

14 conclusion on page 64 the Department of Health staff 

15 report that it is, quote, difficult for DCOPN to 

16 evaluate all the ramifications of the issues 

17 surrounding liver transplant research, nonetheless on 

18 balance the COPN is not persuaded that establishment of 

19 a liver transplant program at Sentara would harm 

20 existing or future research at MCVH and might well 

21 enhance it. 

22 A I'm familiar with that statement. 

23 Q Do you agree or disagree with that 

24 conclusion? 

25 A I disagree quite strongly. 

CAPITOL REPORTING, INC. 
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1 McCandlish, to proceed. 

2 MR. MCCANDLISH: All right. At thE 

3 outset I'd like to hand out our exhibit book 

4 with Exhibits A through v and ask those be 

5 accepted into the record. 

6 MR. PERRY: Thank you, they are 

7 accepted. 

8 MR. MCCANDLISH: In this project 

9 Sentara Norfolk General seeks to add liver 

10 transplant services to the very successful 

11 existing transplant program at Sentara 

12 Norfolk General which currently provides 

13 heart, lung, and kidney transplant services. 

14 In those programs Sentara has demonstrated 

15 its ability to operate high quality 

16 transplant programs to meet the needs of area 

17 residents. 

18 Now in this proceeding, the key 

19 issues we believe are the key issues that 

20 appear in some form or another in most CON 

21 proceedings. First of all is there a need 

22 for the program in the area, is there a need 

23 for the program that we propose to add. 

24 And secondly, with respect to a 

25 transplant program, obviously the question of 

CAPITOL REPORTING, INC. 
331 



81 

l 
('.it?'~~ 

whether we can have a quality program ~s an 

2 issue of concern as well which we have 

3 addressed and I think have made a clear 

4 showing on both the need and the quality 

5 items. 

6 MCV by its participation in the 

7 process has attempted to introduce a third 

8 issue of what will be the impact on MCV if 

9 our program is established, and we recognize 

10 that as a third issue that we need to deal 

11 with, although we think much of what's been 

12 put forward is really a smoke screen. 

13 In our exhibit book, item A, and I 

14 won't belabor it by repeating it here, is the 

15 addressing of the 20 required considerations, 

16 and we submit that for your consideration, 

17 Mr. Perry. 

18 With respect to the first issue of 

19 need, I think it's always a challenge for you 

20 as the hearing officer to decide how do you 

21 view the need, how do you balance and look at 

22 the need that is put forth with this type of 

23 program, and of course we have the State 

24 Medical Facilities Plan which is subject to 

25 interpretation from time to time, and what we 

CAPITOL REPORTING, INC. 
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1 have tried to do is to bring forward to you 

2 some, and we'll bring forward to you today 

3 some indicia of need coming from the 

4 physicians and from the patients themselves. 

5 I think one thing that stands out 

6 that is uncontrovertible fact, and that is 

7 the Tidewater area, the Tidewater, Norfolk, 

8 Virginia Beach ~tandard metropolitan 

9 statistical area with approximately a millior 

10 and a half people is the 27th largest FMSA ir 

11 this country and it is the largest 

12 metropolit~n area in the United States that 

13 does not have a liver transplant program. 

14 With over 100 programs, the Norfolk, Virginia 

15 Beach area is the largest that doesn't have 

16 one, and that 

17 MR. PERRY: Excuse me, 100 liver 

18 transplant programs? 

19 MR. MCCANDLISH: More than 100. 

20 MR. PERRY: And only 30 are 

21 accredited, is that right? 

22 A SPEAKER: 30 training programs. 

23 MR. PERRY: 30 training programs, 

24 all right. 

25 MR. MCCANDLISH: When you are 

CAPITOL REPORTING, INC. 
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1 looking at issues of travel time and distanc 

2 and population with respect to transplant 

3 services, there is a prior decision of the 

4 commissioner with respect to implementation 

5 of kidney transplant services at Roanoke 

6 Memorial Hospital, and we believe in this 

7 instance there are many distinctions between 

8 Roanoke Memorial's kidney transplant 

9 application and the Sentara Norfolk General 

10 application, but all of those distinctions 

ll strongly favor the Sentara Norfolk General 

12 program. 

13 We have done an outlying comparisor 

14 at Exhibit B and we have provided some 

15 quotations from the staff report requesting 

16 or recommending approval, and we provided the 

17 Certificate of Public Need itself. 

18 And basically in terms of capital 

19 cost, comparability, and in terms of a 

20 variety of factors, comparability, the 

21 factors that demonstrate strongly that this 

22. program is a more justified, more appropriate 

23 program, number one, hugely different 

24 population to be served, much larger 

25 population in this situation than was the 

CAPITOL REPORTING, INC . 
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case in the Roanoke Memorial application, an( 

so the travel factors that lead the 

commissioner to approve a transplant program 

at Roanoke Memorial were somewhat similar or 

really less compelling travel difference 

between I'm going to Roanoke or going to 

Charlottesville, are really much stronger in 

this situation and affect many more people. 

The second factor is that in terms 

of the hurdle to come to establish the 

program was much greater in the Roanoke 

Memorial situation. They didn't have an 

existing transplant program, and so they had 

to develop all of the infrastructure 

necessary for a successful transplant prograr. 

which is a significant challenge that Sentarc 

does not have to overcome, and so the 

decision to recognize the need in that case 

despite the lack of an existing transplant 

program is even more compelling. 

And I think another factor just in 

terms of the volume of the transplants that 

came from that area before in relationship tc 

the minimum volume standard discussed in the 

State Medical Facilities Plan gives an 

CAPITOL REPORTING, INC. 

335 



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

011S2 85 

indication also. In that matter there were 

32 transplants from the area in the previous 

year versus a minimum volume standard of 25, 

so slightly more. 

In this situation we have 28 

transplants from our region in the last year 

versus a minimum volume standard in the SMFP 

of 12, so more than double the minimum volumE 

standard, and we would submit that when the 

hearing officer is looking at the standard 

for judging need, that the Roanoke Memorial 

decision gives a base line that demonstrates 

very clearly this project ought to be 

approved. 

With respect to the quality 

program, I have already discussed that and I 

won't belabor that. 

With respect to the alleged impact 

on MCV, we will have discussion on that, but 

at the outset I would simply note that the 

training and the research initiatives that 

MCV has testified to were all undertaken and 

predominantly operated in that time period 

from 1991 to 1995 when the MCV program 

operated successfully at volumes between 30 
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l and 40 per year, and so they had their 

2 program and operated it successfully at those 

3 levels. 

4 Well, in 1996 there are increasing 

5 numbers of liver transplants. In 1996 they 

6 went up to over 60 patients per year, and if 

7 we were to hit the numbers that we have 

8 suggested and MCV did not even increase its 

9 rate of growth or did not even increase, it 

10 continued to grow as it has in the past, but 

11 simply stayed flat, we still would not reduce 

12 MCV down even to something approximating the 

13 level that it successfully operated at in the 

14 past, so I think the comments that MCV has 

15 made with respect to the training and 

16 research issues need to be placed in that 

17 context, and there will be some more direct 

18 discussion of it. 

19 With that background I•d like to 

20 bring Dr. Ryan forward. 

21 

22 

23 

24 

25 
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1 01184 
2 MICHAEL J. RYAN, M.D., having 

3 previously been duly sworn, testifies as follows: 

4 

5 BY MR. MCCANDLISH: 

6 Q Dr. Ryan,'s curriculum vitae is at 

7 tab c, but I'd like you to introduce yourself for the 

8 record, Dr. Ryan, and give some of your educational anc 

9 work background. 

10 A I'm a practicing gastroenterologist 

11 and liver specialist in the Tidewater area. I trained 

12 at Johns Hopkins first as a medical student and then 

13 internal medicine residency for three years and then 

14 wEnt to Yale New Haven Hospital from 1982 through 1984 

15 and have been practicing in the Tidewater area for 13 

16 years. 

17 Also our group, my partner is the 

18 chief of gastroenterology at the medical school. We 

19 are the predominant group at the medical school, and 

20 I'm an associate professor at the school. 

21 Q And your specialty is? 

22 A Gastroenterology but particularly 

23 liver disease. I do almost all the liver teaching for 

24 the school. 

25 Q And let's turn now to the question 
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1 of liver disease in Tidewater, growth, and incidence o 

2 liver disease and how that relates to the need for 

3 transplant services in Tidewater. 

4 A Things have changed dramatically 

5 since I left Yale. When I was at Yale, we tried to 

6 start a liver transplant program, and at that point 

7 there were less than 100 transplants being done per 

8 year in the whole country. They were initially 

9 unsuccessful for surgeons moving away and political 

10 reasons, but obviously liver transplantation has grown 

11 tremendously, and now over 4,000 liver transplants don 

12 per year, and hopefully as a nation we can get to abou 

13 5000 per year. 

14 Back in the late 'SO's I would 

15 occasionally send somebody out and sent many people 

16 out, sent a few people to Pittsburgh at that time when 

17 Medical College of Virginia's program wasn't as strong 

18 as it is now, and I have sent many people to Universit: 

19 of Virginia, I have sent some people over to Hopkins 

20 including Medical College of Virginia, but lately 

21 predominantly Medical College of Virginia. 

22 The numbers have steadily 

23 increased. I had one week, two weeks ago I had five 

24 new liver transplant candidates, and it has become 

25 increasingly clear, and I have made the comment severa: 
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1 times, we need a van, we need a bus to go back and 

2 forth to the Medical College of Virginia now because we 

3 have such a large volume of patients that require 

4 transplant evaluation, they are going to require post 

5 transplant care, in addition to some of the medical 

6 aspects of the liver disease. 

7 Because of this we have tried, 

8 really made a concerted effort to get involved with the 

9 research aspect, to provide the front line in medical 

10 research for those liver patients now. Dr. Shiffman 

11 and I are involved in a multi-center study together 

12 right now with Hepatitis c patients. We visit a 

13 tremendous number of those patients. We now know that 

14 1 out of every 60 people in the country are infected 

15 with Hepatitis C, so we are looking at 4 million 

16 people, estimate that 20 percent of those end up with 

17 cirrhosis and 20 percent of those may need a 

18 transplant, so we are looking at tremendous volumes 

19 just on hepatitis besides all the liver diseases that 

20 

21 

are there. 

They can't all be served up in 

22 Richmond. We are trying to build up our liver center 

23 in addition to providing transplantation which is just 

24 one part of following that continuum of disease as 

25 well. 
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1 So the numbers have steadily grown. 

2 We are trying to build up the medical and in addition 

3 to the surgical aspects. 

4 And I can show you in one of these 

5 exhibits we have just formed, and this is under u, we 

6 just formed, I think it's under U, we just formed a 

7 liver research group and multi-center study group 

8 Q Exhibit J. 

9 A -- with Sentara, Medical College of 

10 Virginia itself, University of Virginia, Johns Hopkins, 

11 and Fairfax Hospital we are all in MALT. 

12 

13 

14 

15 

16 A 

MR. PERRY: MALT? 

THE WITNESS: MALT, yes. 

We all formed this group so we are 

17 all involved in it, medical group. Interesting name 

18 for it. Not advertisement for the MALT liquor, but 

19 MALT, and we are trying to embark on many different 

20 studies, so we are trying to bring that research to the 

21 Tidewater area, not just the surgical aspects. 

22 Q At the present time you have noted 

23 the growth of Hepatitis C and other factors that are 

24 increasing the need for liver transplant, and there are 

25 also some developments with respect to organ 
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1 availability that help to support the response to the 

2 increase. 

3 A Well, there are many different, I 

4 mean we have been able to increase the number of organs 

5 that are available, not as much as we would like. 

6 There clearly have been improvements in surgical 

7 techniques. Split livers are becoming more prominent 

8 in surgical procedures. 

9 I don't know where xeno 

10 transplantation or animal transplantation is going. 

11 That may be five or ten years down the road, but that 

12 is coming, and we need to be ready for it. The number 

13 of liver patients just continues to grow and grow and 

14 grow. 

15 Q Look at some historical utilization 

16 at Exhibit E. 

17 A If you look at Exhibit E, you can 

18 see that the number of transplants in the State of 

19 Virginia has steadily grown, and that's due to improved 

20 procurement and public awareness. You can see that was 

21 grown on average actually 30 percent per year. Medical 

22 College of Virginia actually went up 70 percent between 

23 1995 and 1996 which may be one of the reasons we are 

24 here too. I think that's been difficult for them to 

25 handle. I think that they have had increasing numbers 
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1 of patients. Dr. Sanyal himself has said that they are 

2 almost overwhelmed. They have had so many patients it 

3 is hard to keep up. I think they have seen that partly 

4 because of the drop in University of Virginia, but they 

5 have seen tremendous numbers going up at this point. 

6 Q Look at Exhibit F, and that's 

7 identified specifically our service area patients who 

8 have obtained liver transplants, and as I understand it 

9 the regions refer to the area where they actually 

10 received their transplants? 

11 A Region 11 is our OPO which consists 

12 of Richmond and Virginia Beach and the Tidewater area, 

13 and you can see out of that area there were 24 that 

14 received -- the 28 people that received the liver 

15 transplant out of our service area last year, 24 of 

16 them got it at Medical College of Virginia. 2 of them 

17 it appears got it out of Fairfax or that area, and 2 

18 may have gone down to san Antonio down in Texas. 

19 Q All right. Let's turn to what's 

20 been marked as Exhibit G, and can you identify that as 

21 a projection for liver transplant need for 1998 from 

22 the Norfolk General service area using the statewide 

23 use rate? 

24 A This is, the source for this data 

25 is also from UNOS, but the projected need for our 
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1 service area in 1998 would be that 37 people out of our 

2 area would require a liver transplant. 

3 Q And do you anticipate that that 

4 number will continue to grow because of factors that 

5 you have discussed? 

6 A Well, the need will be hiqher than 

7 that. The number of patients that get transplanted I 

8 hope will grow too. Just a matter of how many organs 

9 we can procure and what techniques we can come up with. 

10 Q Let's turn to the question of how 

11 the patients that come from the Norfolk General service 

12 area currently interact with their care for liver 

13 disease and ultimately with transplantation. can you 

14 explain to Mr. Perry the obstacles and problems that 

15 they encounter? 

16 A The patients are initially referred 

17 from their primary care physician to a 

18 qastroenterologist because of either abnormal liver 

19 blood tests or finding they have Hepatitis c on a 

20 routine blood donation or they have already had some 

21 clinical manifestation of their liver disease, so at 

22 that point they will encounter the gastroenterologist, 

23 and you heard Dr. Shiffman say that these patients 

24 develop end stage disease at different rates. Some of 

25 them are fairly quick, and they may be a few months, 
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1 six months, or a year. Most of those diseases though 

2 are years, and some of these bile duct diseases, 

3 cholestatic diseases can take ten years or more. 

4 These patients then usually develop 

5 a fairly strong bond with their physicians. They know 

6 that they are going to get into trouble at sometime 

7 down the road. When it comes time to send them away, 

8 all of a sudden I have said time to go away, meet all 

9 these new physicians, and this is when you are going to 

10 need a liver transplant. That's been pointed out to me 

11 that's got to be difficult for somebody to leave an 

12 established relationship where they have a lot of faith 

13 and go to a whole new set of physicians. 

14 And then at Medical College of 

15 Virginia they may see several physicians in addition to 

16 residents. Then they have to go through evaluation and 

17 then they have got to get all the data back, and that 

18 can often take quite a long time. We have had many 

19 times two or three months that it will take a while, 

20 and Dr. Shiffman alluded to that. We have had a few 

21 tough times where we have had trouble getting that 

22 done. 

23 It requires them to come up here 

24 for three days. They have to stay. We had one patient 

25 say I'm going to lose my job. I can't keep working and 
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1 do that. 

2 And then if they do get accepted 

3 and they get listed, then they will come back anywhere 

4 from one to every three months depending on the 

5 situation. Most of the time every month or so to kind 

6 of get reassessed where they are on the list. That is 

7 difficult if they are going to try and work and try and 

8 remain in the functioning population, they have a hard 

9 time doing that. 

10 Then when they come up here and 

11 they get transplanted, you heard it's three to four 

12 weeks in Richmond. If they are going to come up with 

13 their family, the whole family is displaced, they are 

14 not working either. If they have small children, they 

15 are all coming up here, and that is a major 

16 inconvenience. I know that the centers, whether it be 

17 Fairfax, Medical College of Virginia, have tried to 

18 provide places for these people, still not easy for 

19 these families to do that. 

20 You have heard post transplant 

21 that's usually once a week and usually twice a week 

22 that they have got to be seen at least that often, and 

23 then many of these patients develop rejection or they 

24 are going to develop some technical problems. The 

25 surgeons will tell me that at least so percent of them 
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1 will require rehospitalization. Cil.~ 

2 We heard Mrs. Kelliher tell us that 

3 even six years out she was seen five times in two 

4 weeks, so these people come back a lot. 

5 

6 

7 

8 

9 

10 

11 

MR. PERRY: For kidney problem. 

MS. KELLIHER: May I interrupt? I 

know it is out of order. 

MR. PERRY: No, ma'am, you may not. 

A But these people come back very 

12 frequently, and they frequently develop complications, 

13 so they are back a lot. 

14 Even if we were to have a clinic I 

15 think in the Norfolk area, I'm not sure that's going to 

16 address the complications that they develop who is 

17 going to take care of them at nighttime which is a 

18 problem. They get sick and they get sick quickly. 

19 Q You talked about the interruption 

20 in continuity of care. Do you believe that that has an 

21 impact on patient outcomes as well? 

22 A I think it does, I think the 

23 patients can tell you that it does. We did a focus 

24 group that's in your exhibit here. We did a focus 

25 group, and we were asked, I was asked to submit names 
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1 of patients that are pre transplant as well as post 

2 transplant, and they were asked many of these 

3 questions. 

4 Q Let's turn to what is marked as 

5 Exhibit D. Can you just reflect to Mr. Perry what is 

6 presented in that application? 

7 A I did not participate, I did not 

8 participate at all in this focus group nor did I make 

9 up any of these questions. On page 5 in D there is an 

10 executive summary here and then there is also the full 

11 report. 

12 But on question 5 you can see they 

13 were asked had they experienced in their medical care 

14 anything that could have been done better. And if we 

15 go down three lines there, Medical College of Virginia 

16 physicians were not aware of their medical conditions, 

17 faxes sent from Dr. Ryan got lost. 

18 Q Let me just, at the outset can you 

19 confirm that this was done by market researchers and 

20 analysts. You said you were not directly involved, an 

21 independent research firm? 

22 A A firm out of Richmond and Newport 

23 News. 

24 Q Okay. 

25 A And subsequently that patients as 
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1 well preoperatively, they had many concerns. Patients 

2 come back to me. If I sent them up here and they have 

3 not heard from Medical College of Virginia or they feel 

4 like information is not getting transmitted, I'll 

5 obviously get complaints and get them back. 

6 The patients who have already been 

7 transplanted, you can see in that next paragraph 

8 several felt the physicians here had not followed up 

9 with them, that they had fallen through the crack, and 

10 Dr. Shiffman and I work together, and I don't want 

11 alienate us any more, but there has been one patient 

12 that hasn't heard from Medical College of Virginia in 

13 over two years. I don't know how they can report 

14 whether she is alive or not. I did send Dr. Shiffman a 

15 note that she hasn't seen them. 

16 There have been patients that have 

17 fallen through that haven't gotten their reports back, 

18 and I think everybody has that problem, but these 

19 patients are so sick they can't really afford that. 

20 Clearly if it's local, if they are 

21 nearby, they know how to get us, they know how to deal 

22 with us. It's a lot more effective. 

23 one· of the problems we have had 

24 with Medical College of Virginia is dealing with the 

25 ancillary staff, with the cardiology and the pulmonary 
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1 staff. I know how to qet Dr. Shiffman. I have 

2 actually called him at home in the middle of a snow 

3 storm to tell him I couldn't qet results one night. He 

4 will respond. But as far as the cardiology and the 

5 pulmonary departments qo, I don't know how to deal with 

6 them, and that has been a major problem and a major 

7 source o.f complaints. 

8 

9 

10 

11 

12 

13 

14 

Q Those should be cured by working 

with the staff at Sentara Norfolk General where you do 

know how to deal with them? 

them. 

A 

Q 

A 

Yeah, I sure know how to deal with 

Any other comments? 

I think if you read this, which may 

15 take a while to read, the patients develop, I have been 

16 impressed by reading this, the bond that they develop, 

17 the faith that they develop in their physicians is 

18 incredible that they develop over time, and I think 

19 that's an important part of this whole process. 

20 These patients really need careful 

21 follow-up. They need feedback. They often don't get 

22 it as quickly as they should. I'm fairly faithful with 

23 trying to do that. I think.just dotting the i's and 

24 crossing the t•s, you have to do it every day on every 

25 patient, and I think 'it's tough sometimes in an 
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1 institution where there is a lot of rotating physicians 

2 as well. 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

MR. MCCANDLISH: Mr. Perry, you 

have the summary derived from material which 

is in a form we thought would be most helpful 

for you. We do have the original tapes you 

can peruse through if you like. We are not 

suggesting that we think that's necessary, 

but we'd be happy to make them available if 

you have any questions. 

MR. PERRY: Thanks. 

MR. MCCANDLISH: Would you like to 

take them? 

MR. PERRY: No thanks. 

MR. HEDBERG: Mr. Perry, I'd like 

to ask just one clarification point. The 

sampling method in the report reflects that 

Dr. Ryan contacted each patient who 

participated by letter. I was wondering if 

he might be able to describe how the patients 

who participated in the study were selected. 

THE WITNESS: We took any -- is it 

okay if I answer the question? We took my 

whole list of patients that were on the 
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transplant list and all the patients that had 

been done. They were actually, the firm, 

this firm made up a letter which I put my 

signature to and said if you would like to 

participate in a focus group regarding the 

possibility of liver transplantation being 

established in the Tidewater area, please 

contact us. So they were left to contact us. 

I never spoke to them about this. It was 

just a letter from this focus group. 

MR. MCCANDLISH: I believe that 

protocol was described in the exhibit. 

MR. PERRY: That's what he was 

reading from. Go ahead. Proceed. 

16 BY MR. MCCANDLISH: 

17 Q Let's turn to what's been marked as 

18 Exhibit H which is a letter from Dr. Klein, and you 

19 want to comment on Dr. Klein's letter? 

20 A Dr. Klein, Dr. Andrew Klein is the 

21 chief of the transplantation division at the Johns 

22 Hopkins Hospital. He's the director of the liver 

23 transplant program as well. He's also the director of 

24 the comprehensive transplant center. 

25 He is in addition the UNOS liver 
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1 and intestine transplant committee chairman, and he has 

2 written a letter in our behalf, and he said the concern 

3 that initiation of a second program would dramatically 

4 reduce our volume, and I can tell you how he came about 

5 this proved to be unwarranted. 

6 Several years ago the University of 

7 Maryland opened up a program a few miles from Johns 

8 Hopkins which was a major concern to them. Despite the 

9 University of Maryland opening, it has not reduced the 

10 volume at Johns Hopkins. And Dr. Klein goes on to say 

11 it has actually improved quality because of the 

12 competition. 

13 In addition he goes on to say in 

14 the next paragraph on the second page that, about the 

15 clinical research that it has actually fostered, that 

16 the research has improved. 

17 I would hope if we have a 

18 transplant center we certainly don't plan not to do 

19 research, we'd like to continue to do multi-center 

20 studies, and we can see we are trying to do that. 

21 CV states we are doing a great deal of research as 

22 well. But the research has not been affected by 

23 opening up a second program in only a few miles. 

My 

24 The next to last sentence there, 

25 the paragraph here says Medical College of Virginia 
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1 would still exceed the requirements for fellowship 

2 training by a substantial margin even if Sentara opened 

3 up a program. 

4 Q And would you turn to what's been 

5 marked as Exhibit I which includes physician letters in 

6 support of the project? 

7 

8 

9 

A You want me to go over this first 

one? 

If you just comment on that. 

10 

Q 

A Dr. Busuttil from UCLA has written 

11 a letter in support as well, and mainly supporting the 

12 transplant surgeon that we have started to talk to 

13 who's interested in helping us start the program. I'll 

14 leave that for you to look at. 

15 We also have support letters from a 

16 number of physicians throughout the community. All 

17 these physicians have been involved, either 

18 gastroenterologists have been involved in the 

19 transplant program which includes the renal transplant 

20 surgeons, the cardiac surgeons, the ones dealing with 

21 the pulmonary or lung transplant program as well. 

22 We have letters from the infectious 

23 disease people and we have an infectious disease person 

24 who is actually trained in the Medical College of 

25 Virginia and did some research in transplantation. 
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1 In addition we have support from 

2 the pathology department which has been made much 

3 stronger in the last few years, and they are well 

4 familiar with transplant. We have a dedicated 

5 gastrointestinal liver pathologist as well, so I think 

6 we have put everything in order. The infrastructure is 

7 there. 

a Liver transplantation right now is 

9 only second in volume to kidneys in this whole country. 

10 Despite that we are doing hearts and heart lungs and 

11 doing them successfully with a tremendous success rate. 

12 I have never pushed for liver 

13 transplant. I have been here for 13 years, but it's 

14 become increasing clear that we need it, we have the 

15 volume to support it. It's become a hardship on the 

16 patients. It is particularly hard on the indigent 

17 patients. Many of them have no transportation to get 

18 back and forth. out of those five people I saw two 

19 weeks ago, two are indigent. One of the problems we 

20 have right now, there are no slots in the State of 

21 Virginia for indigent patients. 

22 Q What do you mean by slots? 

23 A The Medical College of Virginia has 

24 allotted two slots per year for indigent patients to be 

25 done. You can ask them, but it is my understanding 
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1 that those slots have already been taken through at 

2 least this year and possibly 1998. We have budgeted 

3 for at least one if not two for indigent patients to be 

4 done per year, possibly more depending how the program 

5 goes. So one of the major problems is the indigent 

6 patients can't, they particularly can't get here. 

7 Q Establishment of your program at 

8 the Sentara Norfolk General will increase the 

9 availability for indigents in part because of the 

10 travel issue and in part because of the availability? 

11 A Right, and also the medical care as 

12 well, the whole continuum, the medical care for them as 

13 well and the Hepatitis c as well. 

14 Q Let's turn back to the question of 

15 MCV, and is it, you indicated that you had received 

16 some indication from persons associated with MCV of 

17 challenges in handling the volume that they have 

18 currently, that the program is quite busy currently? 

19 

20 

21 

A 

Q 

A 

Well, they-­

Explain that. 

Medical College of Virginia had 

22 four hepatologists and they transiently fell down to 

23 three and then they are back up to four, but the 

24 numbers haven't increased. You can see that their 

25 numbers, they have gone up 70 percent since 1995 to 
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1 1996, so they are handling all these patients. In 

2 addition that means they are going to see a lot more 

3 transplant evaluations as well. 

4 And you saw Dr. Shiffman said that 

5 40 percent of what he sees are transplant patients. 

6 That's a lot to do. In addition they are trying to do 

7 

8 

9 

their re~earch. Dr. Shiffman is away lecturing a lot, 

involved with lot of national committees as well. It 

is difficult for them to keep up. It is difficult 

10 sometimes to get them in. 

11 Now when I send somebody to the 

12 Medical College of Virginia, as far as I'm concerned 

13 they are pretty much evaluated. I have stopped 

14 evaluating, I have stop~ed doing cardiac and pulmonary 

15 workups because they'll get repeated if I send them up 

16 there. 

17 So, when I send them up there, they 

18 are ready to go. The problem is when I'm ready to go, 

19 it may take a few weeks, a month, sometimes longer to 

20 get them in up here. Then it takes time for them to 

21 get evaluated, so the process is drawn out right now. 

22 They are having trouble handling 

23 all the patients because there's that many. We have 

24 all seen a tremendous growth in the number of liver 

25 patients. Fifteen years ago we couldn't do anything 
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1 for the hepatitis patients. We can do a lot now. 

2 Q You referred previously to the 

3 willingness to continue in multi-facility research 

4 efforts, but would you comment specifically on why 

107 

5 MCV 1 s discussion about coming to DePaul and doing some 

6 clinic work is inadequate to meet the need in 

7 Tidewater? 

8 A We need full time. I mean if we 

9 are going to have somebody do transplant work, they 

10 need to be down in the area full time. What we heard 

11 is that a significant number of these patients develop 

12 complications post procedure. They need to be, their 

13 physicians need to be in the area to deal with them 

14 when they get sick, and at least 50 percent of them are 

15 going to be rehospitalized. 

16 So even if they come down and set 

17 up their clinic, it's half a day or one day a week, I 

18 don't know how they are going to do that. I don't know 

19 how they are going to drive back and forth to do that. 

20 But if they do, they are going to have, they are still 

21 not going to be able to handle them if when get sick in 

22 the evenings. They are still not going to be able to 

23 deal with when they need to be hospitalized. They are 

24 still going to be coming back up 64 at this time. 

25 There is no reason we can't work medically together. 
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1 The surgery, all these things need to be done in 

2 Tidewater with the size of the population. 

3 Q can you comment on the timing of 

4 MCV's overtures towards Sentara? Did they come after 

5 Sentara indicated its intent to file for Certificate of 

6 Need? 

7 

8 Need. 

A Well, we filed the Certificate of 

I need these notes to help me here a little. we 

9 filed the Certificate of Need in July. Then we 

10 received letters asking us to meet with them, and we 

11 met with Medical College of Virginia twice. We 

12 actually asked them for a proposal, what do you have in 

13 mind, how would you look to work with us. We never 

14 received a letter. We never received a letter of how 

15 would you like to work with us. 

16 We heard, and these statistics were 

17 good, survival was good, we provide you excellent care, 

18 that was it. We didn't get a request for how we would 

19 like to work with you. 

20 We went, next thing we really heard 

21 from Medical College of Virginia was in March that they 

22 wanted to open up a clinic at Sentara. We then said we 

23 are not sure that you really mean this, we have not 

24 heard from you in months, but we are willing to talk, 

25 we are willing to open up discussion. Actually that 
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1 letter was not sent to the gastroenterologist, it was 

2 sent to the Sentara administration, maybe around to 

3 gastroenterologists in the community but to the Sentara 

4 administration. 

5 We still had not heard, and next 

6 thing we heard was this week that they are going to 

7 open up a clinic at DePaul. 

8 There has really not been an 

9 attempt in any way to include the gastroenterologists, 

10 liver specialists at all in the Tidewater area. 

11 Q Do you have any further comments 

12 for Mr. Perry on just the overall need as you see it? 

13 A No. I just think it goes back to 

14 we are seeing increasing numbers, and really the 

15 concept of continuity of care. These patients see 

16 their physicians for a long period of time, and all of 

17 a sudden that umbilical cord is broken. They come up 

18 here, and you can see in this focus group some of those 

19 patients feel like they are numbers, not all, but some 

20 feel like they are numbers. 

21 There is no reason to break that 

22 continuity, not when we have such a large population 

23 that we can do this as well in the Tidewater area. 

24 We are in addition trying to build 

25 up the research aspect. We are doing a tremendous 
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1 amount of research on the cardiac transplant side, on 

2 the kidney stuff as well. The infrastructure is all 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

there. There is no reason we can't do this as well. 

MR. MCCANDLISH: Anything 

questions? 

MR. PERRY: Yeah. Why did you ask 

MCV for a proposal as opposed to saying what 

kinds of terms you would like to see them 

provide you? 

THE WITNESS: Well, we, I don't 

know if we did not. We did talk. We had two 

meetings, and those meetings went on for well 

over an hour. I think we have all evolved 

through this. I'm not, I'm not sure we 

didn't do that though as well. 

We never, the discussions never 

went any further. They never came back and 

said well look, what would you like, can we 

do this together. 

MR. PERRY: But they did offer to 

extend their services down there in some 

fashion at Sentara Norfolk General? 

THE WITNESS: I can't speak to 

that. I didn't get the letter, but they have 
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offered to open up a clinic. 01208 

MR. PERRY: It's your understanding 

that's what occurred though? 

THE WITNESS: (Witness nods head) 

MR. PERRY: And that was rejected 

by the hospital or --

THE WITNESS: No, I don't think it 

was outright rejected. It was we are open 

for discussion, but we are not sure we 

believe your sincerity since it took from 

July to March to get that letter. 

MR. PERRY: Okay. And that all 

happened subsequent to the filing of the 

application? 

THE WITNESS: The application in 

July of '96. 

MR. PERRY: Okay, thank you. 

MR. MCCANDLISH: Thank you, Dr. 

Ryan. Chris Burge. 
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1 

2 CHRIS BURGE, having previously been 

3 duly sworn, testifies as follows: 

4 

5 BY MR. MCCANDLISH: 

6 Q Could you introduce yourself for 

7 Mr. Perry and the record and state your position at 

8 Sentara? You can talk to Mr. Perry. 

9 A All right. I'm Chris Burge, 

10 B-u-r-g-e, and I'm some of the infrastructure to which 

11 Dr. Ryan has referred. I'm employed with the Sentara 

12 Health System. My responsibilities there are to manage 

13 the solid organ transplant program as well as 

14 responsibility for strategic planning and program 

15 development for the cardiac, the vascular, and the 

16 transplant program. And in addition I administer our 

17 research programs for those same three areas. 

18 Q can you describe your involvement 

19 in this project and how it's developed? 

20 A I have been involved with this 

21 project for a year now since its very inception, was 

22 involved with the decision to file the Certificate of 

23 Public Need, intimately involved in the aritual 

24 application process, and have continued to be involved 

25 with every aspect of program development including the 
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1 recruitment of staff, physicians, et cetera. 

2 Also I directed the financial 

3 aspects, pro forma, et cetera, for the application 

4 process. 

113 

5 Q can you describe for Mr. Perry how 

6 the project will relate to the existing infrastructure 

7 and transplant program at Sentara? 

8 A This program truly shows some of 

9 the benefits of already having a transplant program. 

10 For example, we just have me as the administrator and 

11 will continue that. My support staff again will 

12 support both programs. 

13 On the professional side, things 

14 like our immunology lab to which Dr. Fisher referred, 

15 that's the same lab that's used for all programs. We 

16 have the types of experts, quite frankly people that 

17 have their doctorate in pharmacy are intimately 

18 involved in immunosuppressant medications, an atrophic 

19 support for the transplant patients, and those will be 

20 one in the same people for liver transplants. Also 

21 other people such as the pathology department and even 

22 physicians such as our infectious disease physician who 

23 is a specialist in treating transplant patients, so 

24 that same team will also work with the liver program. 

25 Q I know Mr. Perry is very familiar 
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1 with Sentara, but just for the record could you just 

2 discuss a little bit about Sentara•s overall role in 

3 the health care delivery system in Tidewater? 

4 A Sentara Health System is the 

5 largest integrated health care system in the state. We 

6 currently own four hospitals, are affiliated with the 

7 fifth. I'm sure you are very familiar that we have a 

8 proposal to merge with the Tidewater health care 

9 system. We have an insurance division, mental health 

10 facilities and programs, home health, long term care, 

11 and also physician office practices, so we are truly an 

12 integrated health care system. our mission is to 

13 provide for the wellness as well as managed illness for 

14 the people in our community. 

15 Q Can you comment on the indigent 

16 care mission for Sentara? 

17 A Sentara is a not for profit 

18 organization, so by its very nature we take care of an 

19 indigent population. We each year spend in excess in 

20 the millions, somewhere this year as we just finished 

21 our fiscal year, somewhere between 20 and $30 million 

22 when you count all the indigent care that we give as a 

23 system. 

24 Q can.you comment on the role that 

25 Sentara plays within teaching at the Eastern Virginia 
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A We are the primary teaching 2 

3 facility for the Eastern Virginia Medical School. 

4 of our physicians, Dr. Ryan already referenced it 

115 

Many 

5 today, are on the staff as professors at the medical 

6 school, and then also educationally we provide all 

7 kinds of nursing programs, et cetera, for the region. 

8 Q can you comment on the role that 

9 Sentara Norfolk General plays as a tertiary care center 

10 for the region? 

11 A Sentara has been for many many 

12 years and continues to be a tertiary care center for 

13 the region that we serve. 

14 Q Does that include, can you outline, 

15 Tidewater, Virginia plus Eastern Shore? 

16 A Yes. Really our primary service 

17 area for Sentara is, as Mr. McCandlish said, the 

18 Eastern Shore. We also go in, we consider 70 miles our 

19 primary service area, so that does go as high as 

20 Williamsburg, out to Suffolk, Franklin area, and it 

21 does cut down into the eastern North Carolina area, so 

22 that's why you see on any proposal we include that 

23 because those people depend on us very much. 

24 Q For that area including for the 

25 east, northeast North carolina, you are the closest 
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1 tertiary level facility? 

2 A Yes, absolutely. 

3 Q Let's turn to the exhibit book, and 

4 starting with Exhibit K, if you'll just identify 

5 briefly for Mr. Perry what's included there? 

6 A Mr. Perry, these letters represent 

7 the support that we have in the area from some of our 

8 elected officials who are bound to support the 

9 community. You'll see from the legislators as well as 

10 the majors of Norfolk and Virginia Beach. 

11 Q Now let's turn to what's been 

12 marked as Exhibit L, and can you identify what is 

13 included there? 

14 Yes. This is a very simple 

15 breakdown of some of the costs of bringing up the 

16 program as well as the fixed costs or the costs we 

17 would continue to have with the program. As you can 

18 see there, our total outlay in capital expenditure for 

19 this project is, we have estimated to be just under 

20 62,000. It's very very small. The reason we can do 

21 that is because of all the tertiary care that we 

22 currently do at Sentara Norfolk General. 

23 Then I think it's real important to 

24 take those numbers and start breaking them down per 

25 patient per year so you can truly see the impact, what 
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1 we call the fixed costs, the costs that are going to be 

2 there whether we do 1 or 20 transplants, and as you can 

3 see, if you look at really every patient that we touch 

4 or evaluate becomes very light. 

5 Q And bottom line, the entire capital 

6 costs or the fixed annual, fixed costs of the program 

7 is exceeued substantially by the cost of one 

8 transplant? 

9 

10 

11 

A 

Q 

marked as Exhibit M. 

Absolutely. 

Okay. Let's turn to what's been 

can you identify what is included 

12 there? 

13 A Yes. These are, and its source 

14 there is from the Virginia Health Services Cost Review 

15 Council. One of the things that Sentara quite frankly 

16 is known for is the provision of high quality services 

17 at very low charges. And this is just a sketch of some 

18 of those from this report. One I'd like to highlight 

19 in particular is the cabbage procedure, the heart 

20 procedure. We are tremendously --

21 Q That's coronary artery bypass? 

22 A Yes, thank you. We are 

23 tremendously low there in our charges and have superior 

24 outcomes for that program. I think why that particular 

25 line item is significant to this hearing is that one of 
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1 the physicians that you'll hear from today, Dr. Glenn 

2 Barnhart who is the medical director of our heart 

3 transplant program, this is his heart program, and I 

4 have every expectation that with his leadership, the 

5 liver program will have some of the same benefits. 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

MR. MCCANDLISH: Mr. Perry, without 

belaboring the issue, obviously, in many 

Certificate of Need applications we are 

talking about costs and charges as a 

significant part, and our point here very 

simply is that we think it should be readily 

accepted Sentara has established a record of 

being a high qudlity low cost provider, and 

it should be clear from that record that the 

impact of having Sentara with these 

transplant services will be to help lower the 

cost of all these services. 

Q Let's turn to what's been marked as 

21 Exhibit N, and can you identify for Mr. Perry that? 

22 A Yes. This is a professional travel 

23 study. We have heard many comments today on the travel 

24 and how far people go and how long it takes. This was 

25 provided by the Langley and McDonald Company. There's 

r~PITOL REPORTING, INC. 

369 



C1216 
119 

1 a couple things I'd like to highlight in there. 

2 What we had, the part of this study 

3 was the obvious I think, you have people who simply 

4 drive from Norfolk to Richmond or the Virginia Beach 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

area to see how far it takes. They have documented in 

there if you drive from the interchange of 64, 44 up to 

Richmond, no tunnel traffic, no backups, yes, you can 

get there in an hour and 40 minutes, but then they 

additionally mention that in a one month period there 

were --

Q Before we get to that complication, 

there are a large number of census tracts 

A 

Q 

Yes. 

-- which, be~ause of the additional 

15 travel time to those census tracts, even in normal 

16 periods, are more than two hours from MCV? 

17 A Yes. If you look at the last page, 

18 what they did was actually totaled the numbers of 

19 people that are more than two hours from the transplant 

20 center, and it's total there is 379,753. 

21 

22 

23 

24 

25 

Q 

A 

Carolina? 

Then you were referring 

There's a map. 

MR. PERRY: These are people from 
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THE WITNESS: Yeah, there's Suffolk 

and Chesapeake, Eastern Shore, and then 

behind this there is a map that gives you the 

specific areas. 

MR. MCCANDLISH: We would submit, 

Mr. Perry, that even though they are not 

Virginians, they deserve some access to 

services. 

A But the issue besides the number of 

11 people is that for example if you yourself have ever 

12 tried to get from Richmond to Virginia Beach in the 

13 summertime during the day, you are very hard pressed to 

14 get there in under two hours, so that's a point they 

15 make is that's not a very dependable estimate. 

16 Q There was more, in a one month 

17 period it refers to more than a hundred incidents of 

18 travel interruption which would add --

19 A 15 to 30 minutes easily to your 

20 travel time. 

21 

22 

23 

24 

25 

MR. PERRY: Is there a two hour 

travel standard, is that what the story is, 

there's a two hour travel standard? 

MR. MCCANDLISH: There was a two 
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1 hour travel standard which was interpreted in 

2 the Roanoke situation. 

3 MR. PERRY: Oh, okay. Let's move 

4 on. 

5 MR. MCCANDLISH: We believe the two 

6 hour standard is satisfied. Even if you 

7 concluded it were not, we still believe the 

8 project should be approved. 

9 MR. PERRY: I drive home frequently 

10 enough to know that it takes approximately 

11 two hours. 

12 MR. MCCANDLISH: When you are 

13 lucky. 

14 MR. PERRY: No, regardless. 

15 MR. MCCANDLISH: You have been 

16 speeding a little bit. 

17 MR. PERRY: No. 

18 

19 A One additional thing that I'd like 

20 to point out when we talked about our costs, our 

21 charges, et cetera, the Department of Health staff 

22 report did make some mention that perhaps our 

23 evaluation listing, et cetera, numbers were high. We 

24 still believe those are accurate because we'd be 

25 bringing up a n~w program. There may be patients that 
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1 would be double listed patients. Some of it simply is 

2 when you say the evaluation process starts, so we still 

3 stand by those numbers. 

4 Q Do you have any other final 

5 comments for Mr. Perry? 

6 A Yes. one thing that I think it's 

7 importan~ for you to understand that with the Sentara 

8 Health System, and we talked about bringing liver 

9 transplantation into our repertoire, is that saying we 

10 are going to have a high quality low cost program 

11 doesn't apply just to the transplant program. This is 

12 the very aim of Sentara•s mission in their value. 

13 This project has the full support 

14 not only of the administrative staff but the full 

15 support of our board of directors who are very 

16 committed also to making this a very successful 

17 program. 

18 

19 

20 

21 

22 

23 

24 

25 

MR. MCCANDLISH: Thank you. Any 

other questions? 

MR. PERRY: I don't think I do. 

Thank you very much. 

MR. MCCANDLISH: Dr. Barnhart's CV 

is included at Exhibit o. 
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2 GLENN REID BARNHART, having 

3 previously been duly sworn, testifies as follows: 

4 

5 BY MR. MCCANDLISH: 

123 

6 Q Dr. Barnhart, perhaps you can just 

7 briefly outline your educational background and work 

8 experience? 

9 A Right. I went to college at 

10 Bridgewater College, went to medical school at the 

11 Medical College of Virginia and did most of my training 

12 there. General surgery and cardiac surgery, two years 

13 of that was interrupted by going to the National 

14 Institutes of Health doing cardiovascular research and 

15 six months on the end at Boston Children's because of 

16 my additional interest in congenital heart surgery, and 

17 then came back on the staff at MCV for about a year and 

18 eight months, and then at that time I went to Sentara 

19 in 1 89 where I have been since that time. 

20 Q And you serve currently in what 

21 capacity at Sentara? 

22 A I am a heart surgeon and the 

23 director of the heart transplant program at Sentara 

24 Norfolk General and the chairperson of the Transplant 

25 Leadership Council. 
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1 Q In that capacity can you comment on 

2 the ability of Sentara Norfolk General to bring this 

3 liver transplant service within the transplant program? 

4 A Well, I think one would need to 

5 restep back if you allow me for a few moments to share 

6 with you the history there. The kidney transplant 

7 program was initiated in early 1970's, and that has 

8 really grown and prospered and done well with the 

9 various phases of leadership. It really was the 

10 foundation upon which allowed us to come in and very 

11 easily start the heart transplant program. 

12 Heart transplantation is obviously 

13 very closely connected with cardiac surgery but also 

14 requires the support mechanisms and the infrastructure 

15 and culture, if you will, to be able to be able to 

16 succeed, and we started that in 1989. 

17 Since then we have done 120 heart 

18 transplants, we have done an additional 20 children's 

19 heart transplants at the physically adjoined Children's 

20 Hospital, and there have been also 22 heart lung and 

21 lung transplants performed. That program was started 

22 about 1991 by one of my partners that we recruited from 

23 Stanford. 

24 We also have started an LVAS 

25 program which stands for left ventricular assist 
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1 systems. We are one of 20 centers in the country using 

2 this particular system called the Novacor left 

3 ventricular assist system which allows us to support 

4 patients who are critically ill who can no longer wait 

5 for a heart transplant on medical treatment, and that 

6 program likewise has been very successful and has 

7 substantially reduced the number of deaths while 

8 waiting for heart transplantation. 

9 So I think if you look at the whole 

10 program, it has evolved and it has grown because of 

11 sort of constant nurturing by everybody involved there 

12 wanting to see successful results in clinical 

13 transplantation. 

14 The other thing that has been added 

15 since we have been there because of the increasing need 

16 was our local immunologist. The hospital has been very 

17 supportive in that regard, and so our immunology lab is 

18 very vibrant and productive, and the clinical 

19 immunologist who we have participates weekly in all of 

20 our conferences, and we have him involved in the 

21 clinical issues that arise constantly. 

22 Q And can you talk about the cost 

23 efficiencies of using your existing structure and 

24 systems for this program? 

25 A Well, what we have found over the 
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1 last, it's probably just become evident I guess over 

2 the last several years is that with the advent of 

3 recognizing that we really aren't just a kidney 

4 transplant program and a heart transplant program, 

5 especially with the inception of the lung and the heart 

6 lung program, we took a much more comprehensive look at 

7 the programmatic issues, so we created the solid or the 

8 transplant unit of which the Transplant Leadership 

9 Council oversees, and that has allowed us to look at 

10 issues that cross all of those disciplines such as 

11 immunology, such as transplant coordinators, research 

12 efforts, and has formulated into the transplant center 

13 which has been supported overwhelmingly by the Sentara 

14 administration, and we now have an administrative 

15 structure which Ms. Burge has outlined, so I think that 

16 really has allowed us to be very cost effective. 

17 The other issues that we are able 

18 to provide or the other problems that we are able to 

19 solve with this type of cross fertilization, if you 

20 will, is that we have recently been introducing a trend 

21 in medical care is the issue of clinical pathways or 

22 critical pathways in trying to be much more objective 

23 about the care we do render to patients, and we have 

24 championed some of that in cardiac surgical services 

25 and adapted it to cardiac transplantation and we are 
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doing the same in the other form of organ 

transplantation and will plan to do that with liver 

transplantation because it clearly impacts and reduces 

the cost of care plus simultaneously it allows one to 

study performance indicators, to look at clinical 

outcomes, and if they are substandard or not what you 

want them to be, then you can scientifically and 

objectively change them, modify what you are doing, and 

move on. 

Q I take it that you have concluded 

that Sentara can and will, if given permission, 

establish a high quality liver transplant program? 

13 A There is no question in my mind. I 

14 think all of us want to see that succeed. I have to 

15 comment when Dr. Klein came for his site visit, one of 

16 his comments initially was that, and this is Dr. Klein, 

17 the letter that was written. 

18 Q From Johns Hopkins? 

19 A From Johns Hopkins, commented if 

20 the cardiac surgeons are supportive of this, half the 

21 battle is over. I say that in jest, but in seriousness 

22 also, because quite often cardiac surgery is resistant 

23 to a huge program like this potentially coming in, huge 

24 in terms of capital resources and that type of thing, 

25 taking over some of their terrain so to speak, but we 
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1 as a group discussed it early on. We had some 

2 controversy in our group, but we have elected to 

3 support it, and the reason being is because we want to 

4 see our own specific interest being cardiac 

5 transplantation, lung and heart lung transplantation 

6 flourish, but we realize that is not going to happen 

7 unless W£ continue to foster an environment of solid 

8 organ transplantation. 

9 The hospital clearly has supported 

10 that over the past, since I have been there, since 

11 1989, and it is clear to me that they will go all_out 

12 to do a first rate job regardless of the specific organ 

13 that is involved. 

14 Q All right. Let's turn to what's 

15 been marked as Exhibit P. Can you comment to Mr. Perry 

16 on what that is? 

17 A Exhibit P demonstrates the results 

18 of solid organ transplantation at Sentara Norfolk 

19 General. I would point out to you under the kidney 

20 column that these are one year survival rates, graft of 

21 kidneys, 94 percent, and the SMFP standard is 90 to 95 

22 percent. Under heart, and again these are specific 

23 time periods, the time period that was studied there is 

24 •go to '95. One year survival rate was 95 percent. 

25 our overall one year survival rate in a heart 
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1 transplant program is actually about 90 percent. The 

2 SMFP is 70 to 80 percent. We don't have a standard to, 

3 benchmark to judge the SMFP but we do have a HCFA 

4 standard for the lung transplant program is 62 percent. 

5 Lung transplantation at Norfolk General is 66 percent. 

6 Lung transplantation is still in a phase of evolution 

7 and is clearly a few years behind heart transplantation 

8 and kidney transplantation. 

9 Q You have heard some comment on 

10 numbers and quality and how those relate, and I wonder 

11 if you could turn to Exhibit Q and just make comments, 

12 Q and R, and address any comments you'd like to make 

13 about transplant volume and quality. 

14 A Well, let me preface the documents 

15 by saying that, you know, with a heart transplant 

16 program that was concern initially that we had, and we 

17 have been, in the scheme of things, a relatively small 

18 volume heart transplant program but it certainly has 

19 not affected our results. One year we did eight heart 

20 transplants, and we primarily do about 12 to 15. This 

21 year we are a little bit busier, but it comes and goes. 

22 If you look at one year survivals, it is pretty 

23 standard across the board. 

24 Exhibit Q demonstrates that there 

25 are programs that do relatively small to what I would 
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1 consider very small number of transplants, 6, 8, 9 and 

2 10 in terms of liver transplants in which their 

3 survival rates are actually very good. How does one 

4 explain this? Well, I think that a tremendous amount 

5 of effort has to be put into the acquiring of skilled 

6 surgical care and medical care. I think that the 

7 personnel issues are key. They are of fundamental 

8 importance to make the success of the program 

9 initially, but more importantly initially I think long 

10 

11 

term. It's the long term maintenance of the program 

that is particularly important. It has to be 

12 constantly cultivated over time. 

13 Q And a similar analysis from Exhibit 

14 R? 

15 A Exhibit R really looks at the same 

16 question from a different way. There are different 

17 metropolitan areas that have been sampled, and if one 

18 looks at those metropolitan areas, it doesn't 

19 necessarily mean that a bigger program is better. You 

20 can see that we have chosen ones here that obviously 

21 take our position, but it is just that point, that 

22 there can be programs that are large but don't 

23 necessarily have the same survival rates as programs 

24 that are small and serving th~ s~me metropolitan area. 

25 Q can you discuss with Mr. Perry, you 
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1 have heard some concern from MCV that there would be a 

2 negative impact on MCV in one way or another. Would 

3 you comment on those assertions? 

4 

5 

A 

to be the case. 

I guess I really don't sense that 

I can understand their concern, 

6 honestly, but I believe that that concern could and 

7 shall be offset by a continuing effort for a regional 

8 approach to all the issues that have been discussed 

9 here. Clinical care and research I think are foremost. 

10 We can't lose focus of what the issue is here. The 

11 issue is patient care, and research is important to 

12 advance the cause of patient care, but the first 

13 fundamental issue is patient care. And I think because 

14 of the issues that we have proposed in terms of access 

15 and availability, I think that that is the most 

16 important issue that can't sway our decisions. 

17 I believe that the, there will be a 

18 transient period where there will be some diminution in 

19 volume at MCV. I don't think it will be significant, I 

20 don't think it will be sudden. 

21 In fact there were, I must say that 

22 there were similar concerns an analogy can be drawn 

23 with us opening a heart surgery program with Virginia 

24 Beach General several years ago and the impact upon the 

25 Sentara program. In fact what happened was there was a 
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transient period of a loss of a small amount of volume 

and there was a dip and then both programs have just 

grown right along, so I would think that the situation 

would be pretty analogous to that. 

Q There was some discussion about the 

benefit of having only one provider with the ability to 

manage the waiting list. Can you comment on that? 

A I'm going to defer most of that 

9 discussion to Dr. Colonna because he is an expert in 

10 that area. I'm not a liver transplant surgeon but I do 

11 know that there are a couple of areas in which UNOS 

12 right now is looking to change the criteria, the 

13 uniform status to address some of the issues that Dr. 

14 Shiffman has made, some of the issues and concerns that 

15 he has raised. 

16 There is one area I would like to 

17 clarify. I want to make sure that everyone is clear on 

18 this, that the, when a patient is transferred from one 

19 center to the other, let's say that this does come 

20 about and we open on that day, the patient's waiting 

21 time is transferred with that patient, and I just want 

22 to make that point, that the patient doesn't lose 

23 anything in that. Again it focuses on the patient. 

24 It's not like that those p~tients have to go back to 

25 ground zero, but most of that discussion I think Dr. 
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Colonna will be able to handle. 01230 1 

2 Q Do you have any other comments for 

3 Mr. Perry? 

4 

5 

6 

A I do. I have three areas that I 

would like to address. First is there's been a lot 

said here today about research. I don't want to lose 

7 sight of the fact the sentara program has really placed 

8 a lot of emphasis on clinical research. We are not 

9 basic science researchers but we are interested in 

10 clinical research and advancing the issues that arise 

11 in our observations of patient care and participating 

12 in those. 

13 The cardiovascular and transplant 

14 center as it is organized administratively and 

15 clinically has a nine member staff, and this is just 

16 for research. They have seven advanced practice nurse 

17 coordinators, they have one research analyst, and one 

18 secretary. And what those individuals do with the over 

19 25 research projects that are just in cardiovascular 

20 and transplant, they provide a cooperative effort, a 

21 comprehensive effort to go out into the community and 

22 address some of the issues obviously that Dr. Fisher 

23 has raised about follow-up. We take a very pro active 

24 stance on that, and that's why in many of our studies 

25 with the cardiac surgery under this program our 
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1 follow-up rates are in excess of 98 to 99 percent 

2 because this is all these individuals do is that they 

3 participate in the research aspects of the program. 

4 That is a program that is supported 

5 by the hospital but the attempts are made to keep that 

6 revenue neutral so that those individuals through 

7 research funding support themselves, and to date so far 

8 that has worked successfully. 

9 The second issue I'd like to raise 

10 is the issue of indigence because in my mind I think 

11 that is a very important issue. The heart, when we 

12 started the heart transplant program in 1989 we felt 

13 very strongly about the issue of indigent care, and we 

14 made the statement and the position, took the position 

15 that we really didn't want to have a program that had 

16 any sort of limitations and restrictions at that time, 

17 and it still remains true today that many programs have 

18 an entry fee of say 30 to $50,000 up front to be able 

19 to open the program, to be able to be listed. 

20 There are other ways to handle that 

21 such as you have heard today at MCV and UVA which they 

22 have two indigent patients per year. I'm proud to say 

23 that in the heart transplant program to date we have 

24 not had to turn away a patient because of purely 

25 financial reasons. We have not done that. 
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1 My administrators always get 

2 nervous when I state that, but it is something that we 

J work very hard at. We exhaust all possibilities, and 

4 so far we have not had to do that. 

5 That means that we, the program 

6 basically runs off of a revenue neutral position, and 

7 we have teen successful today. We know we can't break 

8 the bank if we are constantly reassessing that, but we 

9 are still trying to keep that position. 

10 Finally one issue I think is very 

11 important in all of this is, I don't think of us should 

12 lose sight of, is long term follow-up is becoming more 

13 and more important, the maintenance of a program, 

14 seeing patients back on a yearly basis. It has become 

15 clear to all of us that any organ is a precious 

16 national resource that can't be reproduced anywhere, 

17 and that is one of the reasons that we are here with 

18 this issue because there are only a limited number to 

19 go around. How those organs and therefore those 

20 patients are cared for years 5, 6, 7 and 8 become 

21 increasingly more important so that we can get more 

22 mileage, if you will, out of those organs. 

23 And I think local access, 

24 availability to care locally for a very committed firm 

25 serious program is of fundamental importance to 
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1 accomplish that goal. 

2 Q Thank you. 

3 

4 

5 

6 

7 

8 

9 

MR. MCCANDLISH: Mr. Perry, do you 

have other questions? 

10 

11 

MR. PERRY: Thank you very much. 

MR. MCCANDLISH: Dr. Hurwitz. Dr. 

Hurwitz's cv is at Exhibit s. 

12 RICHARD L. HURWITZ, M.D. having 

13 previously been duly sworn, testifies as follows: 

14 

15 BY MR. MCCANDLISH: 

16 Q Dr. Hurwitz, would you just briefly 

17 outline for Mr. Perry your background and experience 

18 and current position? 

19 A I'm Richard Hurwitz. I'm a 

20 vascular and kidney transplant surgeon, an associate 

21 professor of surgery at Eastern Virginia Medical 

22 School. 

23 I guess I'm here wearing three 

24 hats. One hat is as director of the kidney transplant 

25 program. The other hat is medical director and 
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1 chairman of the board of Life Net which you have heard 

2 is the organ procurement organization for both Richmond 

3 and Tidewater. And the third hat is president of the 

4 private practice group who will be recruiting the liver 

5 transplant surgeon to our community. 

6 With regard to the kidney 

7 transplant program, I took over its direction in 1976, 

8 and we recently did our 1,000 kidney transplant. Up 

9 until 1991 when UNOS changed the rules of allocation, 

10 the program at Norfolk General did-more than UVA and 

11 MCV combined in terms of number of kidney transplants 

12 per year, but that has changed since 1991 because of 

13 allocation. 

14 We are currently participating in 

15 two national multi-center studies for our kidney 

16 transplant patients and one regional study. We have a 

17 transplant clinic in the hospital where many hundreds 

18 of patients who have been transplanted are followed, 

19 and patients are evaluated to go on the kidney 

20 transplant list. 

21 Q Okay. There's been some discussion 

22 about organ availability, allocation, and waiting 

23 lists. can you comment from your myriad of 

24 prospectives on that issue as it affects this 

25 application? 

CAPITOL REPORTING, INC. 

388 



1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

138 

A As Mr. Perry knows, I'm sure, that 

one of the most critical issues in organ 

transplantation is organ availability. Life Net serves 

the transplant centers in Richmond and in Norfolk, and 

for the most part one organ procurement agency serving 

more than one transplant center, there is a requirement 

to have a common list so that all patients are listed 

on one list, and that indeed would be the case if 

Sentara Norfolk General started a liver transplant 

program. 

I'm proud to say that Life Net is 

an OPO, performs in most categories in the top third of 

OPO's around the country, and there's various ways to 

gauge that in terms of donors per million and number of 

organs retrieved per donor, et cetera. 

Last year Life Net procured 62 

donors, and from those 62 donors, 57 livers, most of 

which were, 49 were transplantable, and most of those 

were transplanted at the Medical College of Virginia. 

More than 20 of those donors were procured at Sentara 

Hospitals who continued to work closely with Life Net 

to give strong support for organ procurement. 

Fortunately less than 50 percent of the time when 

organs can be procured is permission obtained, and 

that's a national average. We have actually been above 
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1 the national average, but that is part of the crisis 

2 that we have and part of the need to have a strong 

3 hospital community and strong programs in the organ 

4 procurement organization. 

5 With regard to allocation, if for 

6 example MCV had 75 patients waiting on their list 

7 currently and if 25 of those were from Tidewater, if we 

8 opened a program, if those patients chose, they could 

9 come down to Tidewater, get on the list at Norfolk 

10 General Hospital, and carry with them the time that 

11 they have accrued waiting. 

12 If there is no change in their 

13 status, if they do not qualify to be moved to a sicker 

14 status, then there would really be no difference in 

15 their ability to be transplanted with Life Net organs, 

16 and there would be no difference in waiting list 

17 mortality, but it is a patient's right to transfer to 

18 any program that they want. 

19 Q Can you comment briefly just on the 

20 future prospects for increasing the availability of 

21 organs through, and especially in the liver through 

22 split liver and stuff like that? 

23 A The, I may leave that to our liver 

24 transplant surgeon, but Life Net continues to develop 

25 very aggressive hospital development programs, and the 
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1 62 donors that we had in 1996 were up considerably from 

2 the year before which saw less than 50 donors. It's a 

3 bit of fluctuation, but nationally the way, the rate of 

4 increase of organ donors is only about 4 percent a 

5 year, and it's hard to break that number, but 

6 aggressive policies and an active OPO are certainly 

7 required to do that. 

8 Q Can you discuss with Mr. Perry your 

9 efforts toward recruitment of a liver transplant 

10 surgeon? 

11 A Yes. I must say that we haven't 

12 had to go out and beat the bushes. As soon as the word 

13 got out that we were considering opening a program, we 

14 had inquiries from many people, and we have been very 

15 pleased to attract the attention of a very qualified 

16 person who is quite interested and ready to commit if 

17 we should get a program in the Norfolk area. 

18 And I would like to introduce him 

19 if that's appropriate. 

20 

21 

22 

23 

24 

25 

Q Yeah, I think that is. Dr. --

MR. HEDBERG: Before we get to 

that, I have got one point of clarification 

on Dr. Hurwitz's testimony about the waiting 

list. His testimony seemed to suggest that 
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1 the allocation of organs might not be based 

2 solely on wait list time even when patients 

3 from MCV transferred to Norfolk if they 

4 choose to do that. 

5 MR. PERRY: I don't think he said 

6 that. I think he said they would not lose 

7 their wait, their initial wait date, in other 

8 words they would transfer but they would have 

9 the same date that they had been placed on 

10 the waiting list. 

11 MR. HEDBERG: But he also testified 

12 there would be no impact on the waiting list 

13 mortality and that suggests some flexibility 

14 that Dr. Shtffman testified would be 

15 eliminated, and that's what I'm seeking 

16 clarification of. 

17 

18 A I'm glad you brought that up. I 

19 would like to comment that unless a patient gets sick 

20 enough to move to a more critical status, that you are 

21 not suppose to shift who gets a liver. If you do, if 

22 there is a need to do that, then a letter needs to be 

23 written to UNOS to explain why you bypassed one patient 

24 within that category to go to another, and sometimes 

25 that's necessary. 
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1 Historically I understand that that 

2 is rarely done, rarely has been done in Life Net, that 

3 there has not often been a need to do that. The way to 

4 move somebody up the list is to establish that they 

5 qualify to be in a sicker category. 

6 

7 

8 

9 

10 

MR. PERRY: Because they are more 

critically ill? 

THE WITNESS: More critically ill. 

11 BY MR. MCCANDLISH: 

12 Q And that would apply across the 

13 board? 

14 A Yes, and the point I was trying to 

15 make is that although having one list at MCV is not 

16 different than having two lists if the same patients 

17 are included because there is a common list that 

18 encompasses those two centers. 

19 Q Let's turn to what's been marked as 

20 Exhibit T which is Dr. Colonna's curriculum vitae and 

21 if we may proceed to introduce him. 

22 A As I mentioned, we have been 

23 fortunate to attract the attention of Dr. Colonna who, 

24 although not born in Virginia went to high school here, 

25 went to college, and went to medical school at the 
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1 Medical College of Virginia. As you can see he did the 

2 rest of his surgery training in California and was a 

3 fellow in liver transplantation at a program in 1990 to 

4 '92. At that time the program was the second largest 

5 volume liver transplant program in the country, and now 

6 I understand this is the most active program in the 

7 country. 

8 John is currently the director of 

9 organ transplantation at Walter Reed and finishing up a 

10 stint for the U.S. Army. He has been to the Norfolk 

11 area to look at the transplant situation, to evaluate 

12 the potential of joining our private practice group. 

13 There are five of us currently 

14 doing vascular and transplant surgery. My group is the 

15 only group that performs kidney transplant, so he would 

16 fit in will as a member of an organ transplant team, 

17 abdominal organ transplant team. 

18 

19 

20 

21 

22 

23 

24 

25 

MR. MCCANDLISH: And Mr. Perry, I 

would note for you there is a letter that was 

previously introduced with exhibit --

MR. PERRY: I remember seeing that. 

MR. MCCANDLISH: All right, from 

Dr. Busuttil who was a part of the 

postoperative training program for Dr. 

CAPITOL REPORTING, INC. 

394 



1 

2 

Colonna. 

01240 144 

3 A I would like to add we just haven't 

4 produced him for this meeting. We checked references. 

5 He's had a couple visits and we have gotten to know 

6 each other pretty well. 

7 Q 

8 direct to Mr. Perry? 

9 

10 

11 

12 

13 

14 

A 

Any other comments you'd like to 

Just answer questions. 

MR. PERRY: Thank you. 

15 JOHN OWEN COLONNA, M.D., having 

16 previously been duly sworn, testifies as follows: 

17 

18 BY MR. MCCANDLISH: 

19 Q Dr. Colonna, you have already been 

20 somewhat introduced for the record. Is there anything 

21 you want to add about your background and experience 

22 and perhaps also experience at the Fairfax Hospital? 

23 A Well, as I said, I was not born in 

24 Virginia but 10 of the other 11 generations of Colonnas 

25 were. I did attend high school in Northern Virginia at 
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1 Lee High School and then went to Virginia Military 

2 Institute for my biology degree, then had the pleasure 

3 of attending Medical College of Virginia from '79 to 

4 '83. At that point I was accepted for general surgery 

5 residence training at UCLA, during that time did spend 

6 two years in Dr. Busuttil's research lab on liver 

7 transplantation, and then upon completion of my general 

8 surgery residency was allowed by the Army to do a 

9 clinical fellowship in liver transplantation prior to 

10 coming to Walter Reed Army Medical Center where we do 

11 kidney and pancreas transplants, and through a 

12 cooperative agreement we have with both Fairfax 

13 Hospital and Howard University Hospital, we do the 

14 liver transplants with them at that facility. 

15 I was asked to mention some of my 

16 experience in Fairfax. In April of 1995 their liver 

17 transplant surgeon took a job in Philadelphia and they 

18 were suddenly left without a transplant surgeon. We 

19 were interested in Walter Reed in continuing our 

20 program while they were busy recruiting a new surgeon 

21 and were allowed by the Army to continue our program 

22 there and basically took over their program in the 

23 interim, and between April of '95 until December when 

24 my partner, Dr. Shaver, got out of the Army, went over 

25 there full time, then through April of '96 when he 
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1 became qualified to be a UNOS certified liver 

2 transplant surgeon, we performed 48 liver transplants, 

3 and the one year survival on those 48 patients is 93 

4 percent and the coming up on two year survival now is 

5 88 percent. 

6 Q So you have been personally 

7 involved in a Virginia program and responsible for high 

8 survival rates at that program? 

9 A Yes, sir. I was the program 

I 
10 director listed with UNOS during that time. 

11 Q And the Fairfax program started up 

12 what year? 1992? 

13 A '92. 

14 Q Okay. And during the period 

15 from -- when did you first become involved with that 

16 program? 

17 A Well, our agreement with Fairfax 

18 Hospital began in 1 94, so I was working with Dr. 

19 Mansobeitia (phonetic) in summer of 1 94 until April of 

20 '95 when he left. 

21 Q Let's talk directly about the issue 

22 of quality and what factors are important toward 

23 developing a quality program. Can you tell Mr. Perry, 

24 please, why you believe you can conduct a quality 

25 program at Sentara Norfolk General? 
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1 A Well, there are several things that 

2 are important in having a successful liver transplant 

3 program. As we see from the data that was presented 

4 early, it is not at all uncommon for a new program to 

5 start and initially have difficulty with their results, 

6 and much of that is due to how do you start your 

7 program? Do you just decide I'm going to do livers, 

8 let's hire somebody and go, or is there a disciplined 

9 and concerted effort to develop a good program. 

10 It certainly helps that at Sentara 

11 they have a well established kidney transplant program 

12 and a very successful heart transplant program, so a 

13 great deal of the infrastructure necessary to have a 

14 transplant program is already there. They have 

15 subspecialists who will consult on these patients who 

16 know about the differences in transplant patients from 

17 the general population, have an existing 

18 histocompatibility laboratory and quite a long history 

19 of support for developing and maintaining a successful 

20 program. 

21 Another thing which is a difference 

22 that you will see in some of the newer data as it comes 

23 out as a new program starts is who's starting these 

24 programs. In the past programs were often started by 

25 people coming right out of their fellowship. There 
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1 weren't that many people who were trained in liver 

2 transplant. If a place wanted to start a program, they 

3 usually get someone who is coming right out of 

4 Pittsburgh or where ever to start a program. They were 

5 often people who hadn't really been away from the 

6 mother ship, if you will, for any period of time and 

7 were starting off on their own. What you are seeing 

8 more and more now is when people come to start or 

9 rejuvenate a program, they are people who have had 

10 experience, have a track record, who have had the 

11 experience of starting a new program or running a new 

12 program, and that's why I think you can expect to see a 

13 program started by someone with experience, they are 

14 going to do much better than those started by a very 

15 inexperienced person. 

16 

17 

18 

19 

20 

Q Let's turn to what has been marked 

as Exhibit U in the book. Can you comment on your 

understanding of the existing and future need for a 

program in a metropolitan area like Norfolk, Virginia 

Beach? 

21 A Well, it certainly, as you 

22 mentioned earlier, it stands out that 27th largest 

23 metropolitan area does not have its own liver 

24 transplant program, and when you compare it to others, 

25 there are actually some centers have more than are 
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1 listed here. The Los Angeles area now has six, San 

2 Diego has two, San Antonio has two. But as the college 

3 at MCV pointed out, you need to have a certain volume 

4 to run a really good program, and that requires a 

5 certain population base, and certainly the Tidewater 

6 area meets that requirement. 

7 Q can you talk about -- you heard Dr. 

8 Ryan discuss some of the need for continuity and local 

9 availability of surgical and medical teams working 

10 together. can you comment to Mr. Perry? 

11 A People who can be followed at the 

12 transplant center in conjunction with the local doctors 

13 who think they are at an advantage to those who have to 

14 seek their care far away, and even if they are far 

15 away, because some people have insurance plans that say 

16 we send everybody to bam, bam, whatever, if they then 

17 come back to the community that has a liver transplant 

18 program, they are at an advantage, and in the military 

19 at Walter Reed, we do that, have people transplanted at 

20 Pittsburgh, all over the place. 

21 In addition to those transplanted 

22 on our own since we started, it allows patients access 

23 to someone with a great deal of expertise who is 

24 familiar with the complications and how insidious their 

25 onset can be and allows those complications to be 
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1 picked up early when they are much easier to manage. 

2 If you wait until the complication is really set in and 

3 advanced, it is much more difficult to get these 

4 patients through, and they can be quite fragile. Some 

5 things aren't day to day and there are some things that 

6 are. The patient can really rapidly deteriorate, and 

7 if it is missed, they are in trouble. 

8 Q There was a discussion earlier of 

9 follow-up care, how often a patient would have to come 

10 back to the hospital and a question about projection 

11 rates and how that would influence the intensity of 

12 follow-up care. Can you discuss that? 

13 A As Dr. Shiffman alluded, the 

14 a~erage uncomplicated patient isn't that big of a deal, 

15 but the average uncomplicated uncomplicated liver 

16 transplant patient isn't the average liver transplant 

17 patient. In most large series, it's anywhere from 40 

18 to 60 percent of patients have episodes of rejections 

19 which requires daily treatment, usually daily 

20 monitoring of the response to the treatment at least 

21 initially. After the first five, seven days, they 

22 don't have to be checked every day. 

23 Other complications, people who 

24 have strictures in their bile ducts, et cetera, need to 

25 often go back to the transplant center for a repeat 
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So it can be, for individual 

patients, quite a commitment to being in the area of 

the university hospital or the transplant center, and 

for, in this case, many of those patients would have 

access to that level of care right where they live and 

not have to make the frequent trips. 

Q Okay. There's also been some 

9 discussion of the effect of opening this program on 

10 MCV. Can you discuss that from both a volume and 

11 quality standpoint and from an accreditation for 

12 fellowship program? 

13 A sure. As Dr. Barnhart said, I 

14 think on~ could anticipate that perhaps eventually 

15 there could be a small decline in numbers, and if you 

16 look at the history of their program through the years, 

17 when UVA opened up, they decreased for a couple 

18 transplants. When Henrico Doctors' opened up, they had 

19 a year where they may be a little bit down but they 

20 continued to grow, and Fairfax opening up didn't make a 

21 big difference, they just went ahead and broke their 

22 record. So as their program continues to provide the 

23 excellent care it does, they'll continue to grow. 

24 As we have noted earlier and one of 

25 the things, the annual number of transplants in 

CAPITOL REPORTING, INC. 

402 



01248 152 

1 Virginia continues to grow and grow and grow, and 

2 Virginia is a very fortunate state to have the quality 

3 of liver transplant care it has. Many states would be 

4 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

envious at this level of care. 

Q With respect to the accreditation 

fellowship program? 

A We just had the American Society of 

Transplant Surgeons meeting in Chicago this past week, 

and that is always an interesting area to discuss 

what's happening to fellows, and they actually invited 

Dr. Dixon Kaufman (phonetic) who is at Northwestern to 

find out what is happening to transplant fellows in 

this country because everyone is kind of aware we may 

be over saturating this market. 

Q Meaning that there may be more 

16 fellows than needed? 

17 A I would, when you say there's more 

18 fellows, there's not a shortage of liver transplant 

19 surgeons in the country. And what he did was look over 

20 the years as what's happening to transplant fellows. 

21 In 1995, every transplant fellow who was u.s. Canadian 

22 trained, if you will, had a job in transplantation. In 

23 1996 there were 43 transplant fellows trained in the 

24 country. Of those 14 were foreign medical graduates, 

25 if you will, who had visas that said you leave in a 
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1 year, and none of them obviously stayed in the u.s. Of 

2 the 29 u.s. Canadian trained, 27 had jobs. It was the 

3 first time anyone had not gotten a job. In 1997, the 

4 coming year, fully one quarter u.s. Canadian trained 

5 transplant fellows don't have a transplant job next 

6 year. 

7 Some have gone back to their 

8 primary specialty, general surgery, urology, or some 

9 have elected to stay on, do a year of research to try 

10 to make them more attractive to a transplant center. 

11 About half of the people who do train and get a job, 

12 it's where they train. The transplant center either 

13 has a position or rather than send that guy off to 

14 nowhere, keep them around, hopefully they'll be able to 

15 get a job. 

16 The percentage of foreign medical 

17 graduates doing a fellowship increased to so percent 

18 last year. In the discussion they had invited comments 

19 by Dr. John Ajarien (phonetic) who's the chairman at 

20 Minnesota and has trained many many transplant surgeons 

21 in the country. His remarks were, back in the '70's 

22 and early 'SO's, when he had a fellow, they had 12 jobs 

23 to choose from, you take your pick. Nowadays he says 

24 he's happy if they have one or two to choose from. 

25 That doesn't account for the desirability of those 
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2 They also had Dr. Barker from the 

3 University of Pennsylvania, and both of them felt that 

4 in terms of what's going to happen to transplantation 

5 fellowships is that it will be largely market driven. 

6 As people find there are not jobs, they are not going 

7 to do t~e fellowship, much as what has happened in 

8 anesthesia around the country. 

9 And that the other thing, I think 

10 there still will be a need for fellows, but the bulk of 

11 that will be made up by foreign medical graduates. 

12 In terms of the numbers required 

13 for adequate training, that has undergone a number of 

14 changes as Dr. Fisher noted in terms of what 

15 constitutes adequate training for liver 

16 transplantation. 

17 Q Dr. Fisher I believe was referring 

18 to a standard of 50 procedures for year for a program 

19 for accreditation, and the concern that after 1999 if 

20 their program is below 50 per year that that might 

21 constitute a problem. Could you comment on that? 

22 A I spoke to Dr. Kaufman specifically 

23 on that issue and then actually Dr. Auchincloss who is 

24 the head of transplantation at Massachusetts General. 

25 The 50 number was due to go in effect for UNOS later 
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1 this summer like in June. Apparently they have 

2 actually reconsidered and are changing their numbers, 

3 that the American Society of Transplant surgeons, 

4 realizing that many traditionally strong transplant 

s programs aren't doing so. Johns Hopkins didn't do so 

6 last year. 

7 And what their -- the number 50 is 

8 one item in their required criteria for certification 

9 for liver transplantation. If a new program wants to 

10 become certified, they will have to meet those 

11 standards. Those that are existing when they are 

12 recertified or up for recertification, they'll look at 

13 the whole program and see, SO is the number they like 

14 to see, but if the fellows are meeting their surgical 

1S case experience, which right now is they have to be 

16 primary or assistant surgeon on 4S cases in two years, 

17 which certainly MCV won't have any problem doing, 

18 that's a plus. If the other things that are going on 

19 in that fellowship may continue to put out a high 

20 quality transplant surgeon, that will also count. 

21 Q Can you turn to what's been marked 

22 as Exhibit V, and perhaps you can discuss what's 

23 included there from that perspective? 

24 A This is Dr. Hugh Auchincloss who is 

25 the transplant surgeon at Massachusetts General and 
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1 also the chairman of the education committee at the 

2 American Society of Transplant Surgeons. These are the 

3 people who make those numbers. 

4 Just to show you what he has 

5 required is that the patient -- the transplant fellow 

6 during his transplant fellowship must take primary 

7 responsibility for 75 new patients. That can be 

8 kidney, kidney pancreas or liver. To be liver 

9 certified, 45 of those new patients must be liver. 

10 That's over a two year period, not a per year period, 

11 so I think there's been the realization that maybe that 

12 ladder was set a little high, the bar was set a little 

13 high for many centers who continue to put out good 

14 quality transplant surgeons despite not having the 

15 absolute number of so per year. 

16 Q Can you identify the next two pages 

17 of that exhibit as the annual volumes for accredited 

18 training programs in liver transplant? 

19 A This is just showing the 30 ASTS 

20 committee approved liver transplant programs which are 

21 certified in liver transplantation. 

22 

23 

24 

Q 

A 

Q 

And a number of those are below 50? 

correct, including UVA. 

All right. There's been some 

25 discussion of research and multi-facility research. Can 
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1 you comment on that and your willingness to participate 

2 in research protocol? 

3 A I think it's very exciting to hear 

4 that Dr. Fisher and his team at MCV are interested in 

5 collaborating with other centers since he's as far as 

6 Nebraska and Baylor, et cetera, and certainly there is 

7 no reaso~ that couldn't be done with Sentara. In fact 

8 I think it is much easier doing multi-center stuff if 

9 the centers are close by. It's much easier for us to 

10 decide on what type of therapy we are going to agree on 

11 and how to follow the patients, if they are as close as 

12 a call or a drive away, then to met and review the 

13 results, et cetera. 

14 I would be very excited about the 

15 opportunity to collaborate with them. Obviously as an 

16 alumnus of MCV, I have an affection for that 

17 institution, and it would be an honor to work with them 

18 on any program. 

19 During my fellowship at UCLA, we 

20 were part of many multi-center studies, and even though 

21 we were this hugh center that was doing 250 transplants 

22 a year, we still participated in multi-center studies, 

23 we didn't take the attitude well, we can do it 

24 ourselves, we don't need anybody else's help. 

25 Q Can you also comment on the 
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1 question of organ procurement and the management of the 

2 wait list? 

3 A Well, the management of the wait 

4 list as Dr. Shiffman described is certainly something I 

5 think certainly in principle is potentially an 

6 advantage and one that at times during my career we 

7 have been able to take advantage of that as well. 

8 Where that causes concern or where 

9 it's actually going to lose its ability is UNOS is now 

10 instituting a mandatory minimum listing criteria, and 

11 that basically a person has to be a certain degree of 

12 ill to warrant being put on the waiting list, and this 

13 has been done because there is a lot of concern among 

14 different centers saying whatever allocation scheme you 

15 are going to arrive at, we'll talk about that in a 

16 little bit, we'd like to know that the playing field is 

17 level. 

18 our patients are waiting X amount 

19 of time and other patients are getting transplanted 

20 quicker, they want to know that our patients aren't 

21 being punished because they are here, that everybody 

22 has the same degree of sick patients. 

23 And there is the backup in the UNOS 

24 system that as you get sicker, you move up in the 

25 priority of allocation. So most of the list management 
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1 occurs on the Status 3 patients where there is the 

2 greatest variability in how sick people are, and the 

3 hope is that with this uniform listing criteria, that 

4 difference is going to shrink. 

5 The other thing, that does not mean 

6 that things can't be done, and we have done this in 

7 D.C., we did it in Los Angeles when an individual case 

8 arrives or where there's a patient who may be further 

9 down the waiting list but really needs to be done, 

10 that's a phone call. We have done it at Fairfax with 

11 Howard University where we had a patient who wasn't 

12 doing well and their patient was up, they were already 

13 out procuring a liver for one of their patients and we 

14 had a patient who wasn't doing well, and we are not in 

15 this to build empires despite what 60 Minutes wouLd 

16 say. We are here to take care of patients with end 

17 stage liver disease. 

18 Even arch rival programs like UCLA 

19 and Cedars of Sinai use to be, when it's the bottom 

20 line and if somebody is dying, the liver goes to them. 

21 I would hope, particularly if there are two programs 

22 that were collaborating on research, that is all going 

23 to enhance that ability. 

24 Right now MCV has a pediatric 

25 program, and Dr. Fisher spoke to their success, and 
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1 that really lends itself very well to the new split 

2 liver technology. They have a surgeon trained in 

3 University of Chicago where they have pioneered much of 

4 that, and that allows even more sharing so that one 

5 center isn't hit with two simultaneous transplants. 

6 is easier if they are doing one and we are doing one, 

7 as close as the two centers are, it's not like doing 

8 one here and then sending one 6 hours on the plane. 

It 

9 So I think the relationship really 

10 lends itself to those that can increase liver donation. 

11 We spoke about Hopkins and 

12 University of Maryland. They have recently been doing 

13 that, splitting the livers, and these are two centers 

14 that were all over the Baltimore sun about how terrible 

15 it was they were starving and vise versa, so when the 

16 dust all settles, everyone is back trying to take care 

17 of patients and those things work out. 

18 Q Okay. Do you have any other 

19 comments? 

20 A The other thing on the list 

21 management is it does sometimes give a bad taste to 

22 people when someone finds out the patient who was 

23 passed over, they are rarely called and said we are 

24 passing you on a list. They are usually told when they 

25 are evaluated that this is how the allocation scheme 
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1 works, and they have that expectation that's how it's 

2 going to work. 

3 Now most of them understand if you 

4 tell them, but occasionally or most of the time they 

5 don't know that and they hear about people who waited 

6 two months and I have waited eight months, why is that. 

7 Those kind of things wind up on the news or in the 

8 newspaper, they hurt organ allocation. People think 

9 there is gamesmanship going on in transplantation, and 

10 it makes it less likely that people are going to donate 

11 organs. 

12 We have all seen, at least in D.c., 

13 a great slowing on our organ donation since the recent 

14 60 minute thing on non heartbeat donors. 

15 Another thing that may affect 

16 ability to manage your waiting list is changes in organ 

17 allocation which has now been sent to the Federal 

18 Government, that we have had the hearings for DOT, and 

19 they are going to come out with some statement. 

20 At transplant meeting last Friday 

21 we had a big seminar on that, and the conclusion of the 

22 person who spoke about his impressions of the 

23 government, the government didn't send a 

24 representative, is that some change is going to be 

25 made, and much of that change is expected to be 
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1 increased regional sharing, particularly for the status 

2 one and status two patients, so I would imagine with 

3 the uniform listing criteria, your need to manage your 

4 list is going to be less, and with changes in organ 

5 allocation, whatever comes down the road, probably your 

6 ability to do it if you wanted to is going to be less. 

7 And then with the backup, the two 

8 centers that are working together, the sick person is 

9 going to get the liver. 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

MR. MCCANDLISH: Unless you have 

questions, we'll reserve further comments for 

our written submission. 

MR. PERRY: No questions. 

MR. MCCANDLISH: Thank you. 

MR. PERRY: Is that is? 

MR. MCCANDLISH: Yes. We'll 

reserve comment for our written submission. 

MR. PERRY: Mr. Boynton? 

MR. BOYNTON: Thank you very much. 

21 A For a change, Mr. Perry, for these 

22 kinds of hearings I'll be relatively brief. As perhaps 

23 you know, even though the EVHSA staff had recommended 

24 denial of this project, our board of directors on 

25 November 12, 1996 recommended approval of the project 
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1 on a 6 to 3 vote after a wide ranging and in depth 

2 discussion of many of the issues surrounding the 

3 project. 

4 As I advised Mr. Packer in my 

163 

5 November 13, 1996 letter which is also in the record, 

6 the board recommended approval of this project because 

7 it would improve the availability and geographical 

8 accessibility to liver transplant services for P.D. 20 

9 residents and because the project would also round out 

10 the complement of transplant services that are 

11 presently being provided at Sentara Norfolk General 

12 Hospital. 

13 Both our board and staff hold 

14 Norfolk, Sentara Norfolk General and its present 

15 transplant programs and staff in very high regard, and 

16 the board felt that because of the quality of Norfolk 

17 General's existing transplant programs is quite high, 

18 the quality of its proposed liver transplant program 

19 would also be quite high even though it would have low 

20 transplant volumes in its initial years of operation. 

21 As for the record, I'd like to take 

22 this opportunity to submit our only exhibit for today 

23 which is our Exhibit A. our Exhibit A is the minutes 

24 of the November 12, 1996 board meeting at which this 

25 project was recommended for approval. I think it will 
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1 give you a sense of how detailed and comprehensive the 

2 discussion of this project was by our board. 

3 Thank you for this opportunity to 

4 comment, and I will be pleased to attempt to answer any 

5 questions you may have. I have already given copies to 

6 Mr. Perry. 

7 

8 

9 

10 

11 

12 

Boynton? 

MR. PERRY: Anything else, Mr. 

MR. BOYNTON: No. 

MR. PERRY: Mr. Clement. 

MR. CLEMENT: Thank you. 

13 A This application was a very 

14 difficult application for us to review. It presented a 

15 number of difficult and complex issues which have been 

16 spoken to today and issues that go well beyond the type 

17 of issues that the COPN program normally deals with, 

18 and certainly this application challenged the ability 

19 of the COPN division staff to deal with the issues that 

20 were presented. 

21 My hope in preparing the staff 

22 report was not to provide the final word on what should 

23 be done with this application, although obviously we 

24 did have to reach a conclusion and we did reach a 

25 conclusion, but my primary hope was to provide a good 
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1 basis for the next step in this process, and we are of 

2 course at that next step now, and I think the staff 

3 report did provide that good basis for the next step, 

4 but certainly we were not able to explore as fully as I 

5 would have hoped and one might hope all of the issues 

6 that this application presented. 

7 The issues were presented not only 

8 by the application of course but also by the opposition 

9 to the application from MCV, and because of the 

10 complexity and breadth of these issues, I was eager to 

11 seek the advice of MCV and to seek their input, and I 

12 raised a number of questions with them, and all that 

13 material is in the record, I would just like to note my 

14 appreciation to Brian Letourneau who was my point of 

15 contact for providing responses to those fairly 

16 numerous questions, and that was very helpful in our 

17 review. 

18 I think that simply to present our 

19 report which of course is in writing and is very 

20 lengthy obviously, I would just like to review the 

21 points that were raised in the application and the 

22 points in opposition and then offer our summary 

23 findings and conclusions and recommendations on those 

24 points. 

25 The points in support of the 
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1 application, the first point offered by the applicant 

2 was the travel from the Sentara Norfolk General area to 

3 MCVH is burdensome for liver transplant patients and 

4 families for some parts of the sentara Norfolk General 

5 service area, travel time to MCV exceeds the SMFP 

6 standard of two hours. 

7 In opposition to that, MCV Hospital 

8 said that access is easy and that patients have 

9 testified to the convenience and the quality of care at 

10 MCV. 

11 The second point in support of the 

12 application by the applicant, the number of liver 

13 transplant patients from the potential Sentara Norfolk 

14 General service a~ea for liver transplantation 

15 constitutes an adequate case load for a new program. 

16 In opposition to that, MCV Hospital said that they have 

17 ample capacity to serve the existing and future case 

18 load from the Sentara Norfolk General area, and the 

19 possibility that Sentara Norfolk General would meet 

20 minimum volume standards is not a sufficient reason to 

21 establish a new liver transplant program. 

22 The third point in support of the 

23 application is that Sentara Norfolk General is a long 

24 established provider of transplant services and has had 

25 excellent results with existing transplant programs. 

CAPITOL REPORTING, INC. 

417 



01263 
1 In opposition to that, MCV stated a new liver 

2 transplant program would have higher mortality and 

3 morbidity than MCV's existing program. 

167 

4 The fourth point in support of the 

5 application was that a liver transplant program at 

6 Sentara Norfolk General would eliminate the medical 

7 risk of transferring acutely ill patients from sentara 

8 Norfolk General to MCV. It would reduce problems of 

9 non optimal communication and lapses in the continuum 

10 of care. 

11 In opposition to that point, MCV 

12 said that dividing one larger case load into two 

13 smaller ones diminishes the opportunity to manage the 

14 overall pool of patients for optimal outcomes. 

15 The fifth point in support of the 

16 application, Sentara Norfolk General is an established 

17 provider of transplant services for other organs. 

18 Establishment of this program would require few new 

19 resources and little new costs. 

20 Along with that, Sentara Norfolk 

21 General said that a liver transplant program there 

22 would eliminate the cost of transferring acutely ill 

23 patients from Sentara to MCV and also that the liver 

24 transplant program at Sentara would eliminate the costs 

25 associated with duplicate performance of services, 
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1 tests, and procedures which often occurs when patients 

2 begin their liver care under a Sentara physician and 

3 then enter the transplant program at MCV. 

4 In opposition to those three just 

5 stated points, MCV said that a new program would result 

6 in higher overall costs and higher costs per case for 

7 liver transplant services in Virginia. 

8 And then MCV also offered as 

9 additional points in opposition that reduction in the 

10 MCV transplant volume would negatively affect 

11 transplant training at MCV, and further that reduction 

12 in the MCV transplant volume would negatively affect 

13 transplant research at MCV. 

14 Of course all those points have 

15 been dealt with here, and I think this discussion has 

16 advanced our collective state of knowledge of these 

17 points. 

18 But based on the material that we 

19 had in the application and that we subsequently got in 

20 follow-up contact with the applicant and in subsequent 

21 considerable communication with MCV, we reached these 

22 ultimate findings: 

23 The potential service area for an 

24 SNGH liver transplant program encompasses about 1.6 

25 million persons. Establishment of a liver transplant 
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1 program at Sentara Norfolk General would markedly 

2 improve geographical accessibility of liver transplant 

3 services for much of this population, even though more 

4 than half of this population lives within two hours 

5 driving time of MCV. 

6 While establishment of a liver 

7 transplaut program at Sentara would substantially 

8 improve geographical accessibility of services, it does 

9 not appear that it is a huge burden for most persons to 

10 travel to Richmond for these services. This 

11 consideration favors approval of the application but 

12 only modestly so. 

13 Secondly, the question of Sentara 

14 Norfolk General achieving at least the standard of 

15 minimum annual liver transplant volume in a reasonable 

16 period of time is not a significant issue. Sentara is 

17 likely to perform at least 12 liver transplants per 

18 year within two to three years of establishing that 

19 program. 

20 Sentara has been able to achieve 

21 and maintain at least the minimum annual heart 

22 transplant volume even though heart transplantation is 

23 a substantially lower volume and at least in Virginia a 

24 more crowded field than liver field than liver 

25 transplantation. 
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1 Third, when data is carefully 

2 examined, there is little to substantial the contention 

3 that a liver transplant program operating at Sentara 

4 Norfolk General's likely volume would be expected to 

5 experience high mortality. The statistical link 

6 between transplant program volume and mortality is very 

7 weak except historically for a few centers that 

a performed only two or three transplants per year over a 

9 period of several years and a few centers that began 

10 operation and then soon terminated, suggesting that 

11 severe operational problems were encountered. 

12 Regression analysis performed by 

13 the Division of certificate of Public Need found that 

14 at most only 5 percent of the variation in graft 

15 survival among transplant centers was explained by 

16 transplant volume. 

17 The question of large costs being 

18 added to the health care system as a result of this 

19 project is not a significant issue. Some, but a very 

20 modest net addition of cost is likely. About 90 

21 percent of expenses shown in the Sentara Norfolk 

22 General pro forma are already present at Sentara 

23 Norfolk General. 

24 MCV's contention that a single 

25 facility waiting list permits better management of 
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1 patients and better results than a two facility waiting 

2 list is regarded as plausible and important. This 

3 consideration favors denial of the application. There 

4 appears to be a significant likelihood but not 

5 certainty that establishment of a liver transplant 

6 program at Sentara Norfolk General would cause MCV to 

7 fall below the minimum annual volume of so transplants 

8 now required to maintain accreditation as a site for 

9 liver transplant fello~ship training programs. This 

10 consideration is viewed as important and favors denial 

11 of the application. 

12 Finally, our conclusion, there is 

13 little reason to believe that establishment of a liver 

14 transplant program at Sentara Norfolk General would 

15 harm research activities at MCV. It might even 

16 compliment them. Those were our findings. 

17 Our recommendation: First, we 

18 recommend denial of the application for the following 

19 reasons: 

20 No substantial need for the 

21 proposed new service has been demonstrated. 

22 Two, a single facility waiting list 

23 as now exists with only one liver transplant program in 

24 the organ procurement organization's area permits 

25 better management of patients on the waiting list and 
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1 decreases waiting list mortality. 

2 Third, establishment of liver 

J transplant program at Sentara Norfolk General Hospital 

4 has a considerable probability of reducing volume at 

5 MCV to a level that would harm training programs now in 

6 operation at MCV. 

7 And that is the staff report, and I 

8 would just say that had we had at the time of the staff 

9 report and had we had the ability and the time to 

10 digest all the information presented here today, we 

11 might have taken a different tact, we might have taken 

12 a slightly different view. I certainly cannot say that 

13 because this was a collective decision. 

14 This was a very difficult 

15 application for us to evaluate and it did receive a 

16 great deal of thought, and we do stand by the 

17 recommendation that we made. Thank you. 

18 

19 

20 

21 

22 

23 

24 

25 

MR. PERRY: Okay. Thank you very 

much. Let's talk about closing this record. 

The transcript will be available on June 3rd. 

Will we need the transcript to offer up 

proposed findings and conclusions? 

MR. HEDBERG: I think we'd like to 

have it. 
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Addition of Liver Transplant Services, Sentara Norfolk General Hospital 

SUMMARY DESCRJPTION OF PROJECT. BACKGROUND INFORMATION. AND PRINCIPAL 
ISSUES 

Summan· Description of Project. Sentara Norfolk General Hospital ("SNGH"), one ofthe state's 
principal tertiary-care hospitals and an established provider of transplant services, wishes to add liver 
transplantation to their existing programs of kidney, heart, lung, and heart-lung transplantation. SNGH 
proposes to do this without significant capital costs--new equipment estimated at $54,400, plus legal 
fees. SNGH believes also that they can constrain the amount of new operating costs associated with the 
proposed new service, because they will rely substantially on existing personnel associated with their 
transplant center to serve the liver transplant patients. SNGH believes, and Division of Certificate of 
Public Need ("DCOPN") agrees, that within two or three years of program establishment, SNGH would 
have a minimally adequate number of liver transplant procedures per year, at least I 0-15. 

Background Information. Three hospitals in Virginia now perfonn liver transplants: Fairfax Hospital, 
University ofVirginia Hospitals ("UVAH"), and Medical College of Virginia Hospitals ("MCVH,). 
MCVH began their liver transplant program in the mid-1980s. It was one of the first such programs in 
the country. UV AH began their program in 1988, at which time MCVH was performing approximately 
20 liver transplants per year. Fairfax Hospital began their liver transplant program in 1992, at which 
time the two previously established programs were each performing 30-50 transplants per year. 

Henrico Doctors Hospital performed five liver transplants in 199 I, but none before or since. No new 
liver transplant programs have been established in Virginia since 1992. The three existing providers are 
now each perfonning 35-70 liver transplants per year, or about three to six times the minimum volume 
standard of twelve established in the State Medical Facilities Plan ("SMFP") and also by the Medicare 
program. 
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As the liver transplant program closest to SNGH, MCVH now provides more than one-half of the 25-30 
liver transplantations per year on patients who reside in SNGH's tertiary-care service area. It appears 
that the MCVH program would be most affected by establishment of one at SNGH. MCVH expressed 
extensive opposition to this application, through a number of substantive written communications and 
through testimony at the Eastern Virginia Health Systems Agency ("EVHSA ") public hearing. UV AH 
also submitted a brief letter of opposition to the SNGH application. 

Principal Issues. The DCOPN staff report dealt with the following principal issues in evaluating this 
application: 

I. The burdens, costs, and effects on patients of having to travel from the SNGH service area to 
MCVH for liver transplant services, including the pre-operative, operative, and post-operative 
services. 

2. The number of liver transplant patients from the SNGH service area, the proportion that might 
use a program at SNGH, and whether this would be an adequate caseload to support a new 
program. 

3. The quality issues associated with a new liver transplant program at SNGH, considering 
SNGH's experience in transplantation and the extent of statistical association between program 
volume and patient/graft survival. 

4. Problems of continuity of care and acceptability of care related to SNGH-area patients 
beginning care in the SNGH area and then being transferred to MCVH care. 

5. The comparative costs and the net additional costs associated with establishing a new liver 
transplant program at SNGH. 

6. The effect on MCYH training programs of a new liver transplant program at SNGH. 

7. The effect on MCVH research of a new liver transplant program at SNGH. 

8. The effect of a new liver transplant program at SNGH on MCVH's management of their waiting 
list for optimum patient outcomes. 

DCOPN's findings and conclusions with respect to these issues are summarized on pages 67-68 of the 
staff report. After extensive analysis of the issues, DCOPN recommended denial ofthis application. 
Only four of these issues were significant in the recommendation. DCOPN's reasons for recommending 
denial were: 

I. No substantial need for the proposed new service has been demonstrated. The burdens, costs, and 
effects on SNGH-area patients of having to travel to MCVH were not judged to be substantial, 
although they exist. Similarly, lessened continuity of care and lessened acceptability of care 
related to SNGH-area patients beginning care in the SNGH area and then being transferred to 
MCVH care were not judged to be substantial negative factors for patients, although they exist. 
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2. A single-facility waiting lis~ 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. 

3. Establishment of a liver transplant program at SNGH has a considerable probability of reducing 
volume at MCVH to a level that would harm training programs now in operation at MCVH. 

ASSESSMENT OF MA TERlAL PRESENTED AT THE IFFC RELATIVE TO DCOPN'S 
RECOMMENDATION OF DENIAL 

No Substantial Need. At the informal fact·finding conference ("IFFC"), MCVH presented material 
asserting that the DCOPN staff report very substantially overstated the frequency and duration of 
required travel to MCVH for liver transplant pre-operative and post-operative services. In developing 
the description of required travel (Table P, p. 55, and related text of staff report}, DCOPN relied on oral 
and VwTitten communications from SNGH, in part supplementary to the actual application. DCOPN may 
have misinterpreted the infonnation supplied, and SNGH may have given incorrect infonnation. It must 
be assumed that MCVH knows more accurately what is required of patients in their program. DCOPN 
has no basis for disputing the testimony of MCVH on this point. 

Furthermore, at the IFFC MCVH announced plans to establish a clinic at DePaul Hospital in Norfolk to 
provide many of the pre-operative and post-operative services required by liver transplant patients. 
Although this clinic would be staffed by MCVH physicians, visiting only occasionally, it would 
materially reduce the extent of travel to MCVH. It is not clear that it would materially improve the 
continuity and acceptability of care. 

Somewhat offsetting this showing that the burden of travel to MCVH is not so great as portrayed in the 
staff report, and will become even less, was material presented by SNGH regarding patient views ofthe 
acceptability and continuity of care under the present arrangements. Interviews with patients, conducted 
by a marketing finn retained by SNGH, provided more credible evidence of patient dissatisfaction with 
the present arrangements than could reasonably be inferred from material previously presented by the 
applicant and by MCVH. 

In addition, testimony at the IFFC, especially by Dr. Ryan, regarding problems of communication and 
continuity of care was much more detailed and persuasive than information previously provided. 
However, it was essentially anecdotal and not a comprehensive and conclusive assessment of continuity 
problems. 

In summary of this point, issues of geographical accessibility appear to be less significant than 
previously thought, while issues of continuity and acceptability of care may be more significant than 
originally thought. DCOPN judges the net effect of these opposite factors to constitute a modest net gain 
in favor of the application. Still, there is no showing that patient well-being is measurably diminished by 
the continuity and acceptability issues that may exist. 

On balance, DCOPN believes that no substantial need has yet been demonstrated for the proposed new 
• service. DCOPN maintains the original conclusion on this point and reason for denial. 
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Single-Facilitv Waiting List Permits Better Management of Patients and Improves Patient 
Outcomes. Among the points affecting DCOPN's recommendation of denial, this was the most 
important, but also the point least addressed and least able to be addressed by DCOPN. The staff report 
stated (pp. 59-60): 

The principal lesson of the MCVH experience with waiting·list mortality seems to be that personnel 
recruitment and organization, rather than volume of cases, are key to good results. 

Yet, the above observations do not detract from the plausibility of MCVH's contention that a single· 
program waiting list in an organ procurement organization's area permits more effective management of 
the patients than would be possible with a two-program waiting list. Although OCOPN does not 
understand all the nuances of waiting-list management and organ-recipient matching, OCOPN 
nonetheless judges this factor to be a material point favoring denial of this application. 

At the IFFC, Dr. Shiffman of MCVH explained that about 90% of liver transplant patients are in 
'"status 3" or least urgent classification. The organ procurement organization ("OPO") allocates an 
available liver to a hospital according to the patient with the longest waiting time in the highest status 
category, which is usually status 3, least urgent. However, the hospital reportedly has the possibility of 
using the liver for a patient (in the same status category) who is sicker than the patient with the longest 
waiting time. 

If all patients in the OPO are under the care of one hospital, then the opportunity for judgment is 
maximized. However, if patients are divided among two or more hospitals, the opportunity for overall 
patient-care management is sub-optimized by being limited to the pool of status 3 patients under the care 
of that hospital which is to receive the liver. 

Dr. Shiffman testified (p. 64 of IFFC transcript) that MCVH waiting-list mortality is about 5.1% 
(generally consistent with levels cited in the DCOPN staff report), while the current national average is 
14% (as compared to less than ten percent cited in the staff report). Dr. Shiffman said, "We attribute that 
[favorable difference] to being the only transplant center in our OPO." 

This is a very clear statement, and, if accurate, it means that about nine percent of MCVH's waiting list 
are not dying who would be dying under typical circumstances nationwide. Making assumptions about 
the size and rate of turnover of the waiting list, DCOPN assumes this means five to ten MCVH liver 
patients per year are surviving who would not survive under typical waiting-list circumstances. This is 
certainly a dramatic patient-care effect. If it is to be assumed that establishment of a liver transplant 
program at SNGH would cause waiting-list mortality in this OPO area to reven to the national average, 
then that consideration, by itself, would be ample reason to deny this application. 

Dr. Shiffman did not say that establishment of a liver transplant program at SNGH would cause waiting­
list mortality in this OPO area to revert to the national average, and this does not seem plausible to 
DCOPN. However, Dr. Shiffman did specifically affirm (p. 64 of transcript) that '"the wait list mortality 
at both centers would be higher than the wait list mortality at MCV currently." 

Subsequent testimony by Dr. Colonna (pp. 158-159 of IFFC transcript) cast some doubt on the actual 
(rather than theoretical) latitude·-especially in the future·- for managing liver allocations among patients 
in the same status category, on the frequency with which this is done, and on the propriety of doing so. 
However, Dr. Colonna's statements did not directly refute the very specific assertions made by Dr. 
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Shiffman. Accordingly, DCOPN believes that the net effect of IFFC testimony on this point is to 
strengthen this reason for DCOPN's recommendation of denial for the application. 

At the same time, it must be observed that applying judgment to liver allocations so as to best serve all 
the patients in an OPO area, when there is more than one transplant facility, is a matter of cooperation 
among physicians and institutions and a matter of establishing and enforcing agreed-upon procedures. 
Agreement and disciplined cooperation among just two entities in the same state, and only 100 miles 
apart, ought not to be out of the question. Nonetheless, DCOPN continues to believe that better 
management of the w:liting list with only one liver transplant facility in the OPO area is a credible and 
sufficient reason to recommend denial of the application. 

Effect of a Liver Transplant Program at SNGH on Training Programs at MCVH. Based on 
information supplied by MCVH (cited on pp. 62-63 ofthe DCOPN staffrepon), the staffrepon stated: 

In a subsequent telephone conversation, MCVH explained that prior to 1996 the ASTS volume requirement 
(for accreditation of liver transplant training programs] was only 25, which permitted MCVH to be accredited 
in past years. Thus, if MCVH liver transplant volume were now to fall below 50 per year, which a new 
program at SNGH might well cause to happen, MCVH would lose accreditations and fellowship training 
opponunities which MCVH has had for a number of years. These accreditations apply to training of both liver 
transplant surgeons (ASTS) and transplant hepatologists {ASTP). 

The staff repon went on to say "there is a significant public interest in [MCVH] maintaining 
accreditation and fellowship opponunities in liver transplantation." This became a third reason for 
recommending denial of the application. 

However, a fuller and up-to-date understanding of this matter, which was made possible by the IFFC 
testimony and exhibits, reveals that it is not nearly so clear-cut as DCOPN originally thought. Based on 
the prior information provided by MCVH, DCOPN thought that the performance of 50 liver transplants 
per year was an absolute requirement for accreditation. It is no longer, if it ever was. 

A lener of May 19, 1997, from Dr. Hugh Auchincloss, Chairman, Education Committee, American 
Society of Transplant Surgeons ("ASTS"), Exhibit V submitted at the IFFC by SNGH, stated: 

(At their meeting May 14-16, 1997], the Council (of the ASTS] decided to change the criteria for certification 
of transplant fellowship training programs. The new criteria specify that a transplant fellowship training 
program must have enough patients such that each fellow will have primary responsibility for 75 new patients 
during their fellowship training. To be certified as a liver transplant fellowship program, at least 45 of those 
patients must be liver transplantation patients. 

Thus, the accreditation standard is no longer the volume of transplant procedures per facility but the 
volume of new patients per fellow. This allows the facility to manage its accreditation circumstances to 
some degree by altering the number of fellows there. MCVH's liver transplant training program is 
accredited until December 31, 1999. This allows time for them to adjust to the new volume standard, if 
any adjustment is necessary. 

Funhermore, MCVH's liver transplant volume is higher than that of several prominent institutions now 
accredited, including Duke, Johns-Hopkins, and Massachusetts General. It seems unlikely that 
accreditation would be removed from such facilities simply on the basis of a minor shonfall of volume. 
Even the former volume stand.ard for liver transplant accreditation seemed to imply some latitude for 

428 



• 

Raymond 0. Perry, M.P.H. 
June 13, 1997 
Page 6 

01321 

judgment. This was in contrast to the much firmer language on procedure volume for kidney transplant 
accreditation (which MCVH did not come close to meeting in 1996, but was accredited for kidney 
transplantation nonetheless). 

Based on more complete and up-to-date information regarding the volume standard for accreditation of 
liver transplant training programs, DCOPN no longer believes that establishment of a liver transplant 
program at SNGH would be likely to reduce volume at MCVH such that MCVH's liver transplant 
training program would lose its accreditation. DCOPN no longer regards this matter as a reason to 
recommend denial of the application. 

SUMMARY STATEMENT 

The testimony and exhibits at the IFFC removed one ofDCOPN's reasons (possible loss of accreditation 
ofMCVH's liver transplant training program) for recommending denial of this application. The IFFC 
also weakened slightly another ofDCOPN's reasons (no substantial need demonstrated) for 
recommending denial. However, the IFFC strengthened DCOPN's most important reason for 
recommending denial--that better management of the waiting list and better patient outcomes are 
possible when there is only one liver transplant facility in the OPO area. 

DCOPN urges you to sustain DCOPN's recommendation of denial for SNGH's application to add liver 
transplant services. 

c: Sandra J. Miller, Sentara Health System 
Laura G. Aaron, Esq., Mezzullo & McCandlish 
Mark S. Hedberg, Esq., Hunton & Williams 
David L. Ross, Esq., VCU/MCVH 
Brian E. Letourneau, Service Line Admin., MCVH 
Pau I M. Boynton, Executive Director, EVHSA 
Paul E. Parker, Director, Division of COPN 
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COMMONWEALTH of VIRGINIA 
RANDOLPH L GORDON, M.D., M.P.H. 
COMMISSIONER 

Department of Health 
P. 0. BOX 2448 

RICHMOND, VA 23218 

OFFICE OF HEALTH FACILITIES REGULATION 
3600 CENTRE· SUITE 21'6 

3600 WEST BROAD STREET 
RICHMOND. VA 23230 

June 20, 1997 

MEMORANDUM 

TO: Raymond 0. Perry, M.P.H., Adjudication Officer 

FROM: Samuel A. Clement, Project Review Analys 
Division of Certificate of Public Need 

SUBJECT: Rebuttal: COPN Request No. VA-5969, 
Addition of Liver Transplant Services, Sentara Norfolk General Hospital 

As described in the DCOPN staff report and as reaffinned and amplified in our closing argument of June 
13, 1997, there is one overriding consideration that most strongly compels DCOPN's recommendation 
for denial of this application: that a single-facility waiting list, as now exists with only one liver 
transplant program in the organ procurement organization's ("OPO") area, penn its better management of 
patients and improves patient outcomes. 

Although the applicant's presentation at the IFFC and the applicant's closing argument addressed 
effectively several of the ·concerns raised about this application, the applicant has not convincingly 
addressed this most important question of how waiting-list mortality might be adversely affected by 
having a second liver transplant program in the OPO area. 

The applicant's closing argument states: 

Finally, there is no evidence that that MCV's ability to manage its waiting list will be impaired if SNGH 
develops a liver transplant program .... The alleged inability to manage the waiting list is not a factor that 
weighs against approval of this project. 

But, in fact, testimony was given at the IFFC by Dr. Shiffman that the large favorable difference in 
waiting-list mortality experienced at Medical College of Virginia Hospitals C"MCVH") could be 
attributed to being the only liver transplant center in this OPO area. Dr. Shiffman supported this 
assertion by explanation of how patients are classified on the waiting list and how decisions are made 
regarding allocation of organs. In short, the statistical evidence says MCVH is doing a distinctly 
superior job--relative to the national average--of managing their liver-transplant waiting list. and Dr. 
Shiffman gave a specific and convincing explanation of how this is accomplished. 

The applicant's witness, Dr. Colonna. did not directly and specifically refute Dr. Shiffman's contentions 
or offer any alternative explanation for MCVH's very favorable experience with waiting-list mortality. 
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In fact, Dr. Colonna acknowledged the potential advantages of being the only program in an OPO area 
and noted that he had personally seen this advantage in his own experience as a liver transplant surgeon. 

DCOPN continues to find MCVH's contentions on this point persuasive and overriding. We further note 
that the applicant had nearly three months from the time of issuance of the staff report until the IFFC to 
research this matter and prepare counterarguments. That no really strong and focused counterarguments 
were offered strengthens our conviction that important gains in patient well-being--the probability of 
survival-result from having only a single liver transplant program in the OPO area. 

It is conceivable, as the applicant suggests, that the advantages which now seem to accrue to a single­
facility waiting list might be overcome by new procedures which might in the future be adopted by the 
OPO and/or by transplant facilities. However, the future occurrence of these developments and their 
effc:::cts are aaatters of speculation, while present advantages to patients of a single-facility waiting list 
seem to have been convincingly demonstrated and explained. 

DCOPN urges you to sustain our recommendation for denial ofSNGH's application to add liver 
transplant services. 

c: Sandra J. Miller, Sentara Health System 
Laura G. Aaron, Esq., Mezzullo & McCandlish 

$arkS. Hedberg, Esq., Hunton & Williams 
David L. Ross, Esq., VCU/MCVH . 
Brian E. Letourneau, Service Line Admin., MCVH 
Paul M. Boynton, Executive Director, EVHSA 
Paul E. Parker, Director, Division of COPN 
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• Fftday. June 27, 1997 83 

·New liver 
tranSplant: 
sys~eif · :,~. :' · .. 
devised: 
Donor organ nJe8 ·. 
come under fire 

THE ASSOW.'I'ZD PUss 

Under fire from the federal gov· 
ernment and from advocatae for or­
gan transplant patient& over its ndes 
for alloeatin.g donor ~·· the Unit· 
eel NetworK for Orpn Sharing has 
created a new priority ayatem ··for 
people who nc:ed liver uanaplanta.. . 

The UNOS board voted Y.es~hfay · 
to establish a new priority .C.te;oiy· 
tor people in 'dire need of 1 ·li,er · 
tnnsplant · · .. · ~ •. ; . 

The new category, for pe()ple with 
chronic liver disease who suddenly 
~me critic:aUy UJ, ranks higher· m 
priority than chronic liver patients 
who are stable. But it taAka Jower 
than patients with audden new cases 
of liver failure, •udt u those· whose. 
liven abut down as a result of hiVing 
ea~ a poi~on ml1sbroom or hav\DI a 
toxiC reaction to a drug. . . · ...... " ; 

The new system ia beUer thaD one 
UNOS propoMd late ta1t year which 
would have lumped an chronic ·liver 
disease patients toretper. ·~eU.~r 
they were deaperately ill or not, &81d 
Dr. John J. FW1g, ditec:tor·.of trans· 
plant aurgery at the U.Uvenity of 
Pittsburgh Medical Center. . 

The board i1 al50 creating a eun­
dardized system for defining the 
medical condition of POtential Uver 
recipients, said UNOS president 
James Burdick. That could minimize 
disparities in waiting·Uet ·times 
around the country which result in 
part from subjective decisions about 
who is most in need. 
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Once ttandarda :· are.· ·in .• place. 
UN~S ~ay move .to a· eyatein. of 
ehWg bvera nationwide instead of 
primarily witbin local regions. a&· is 
now the case, Burdick said. · ·. · 

Some patients and Jarae tranaplant 
cen.ters that stand to pin from a 
national system of Ot'lln sfwinl had 
Jo~i advocated auch a Change. 

The board, in the first of two days 
ot meetinga in Arlington, also· ap­
p~ved a new .. ayatem. tor. matching 
Jad~ey donors and ·recipient&. It is 
deszgned to make those organa more 
a\'al}able tq minorities and Wlll run on 
a trial basJs. • . . . 

Thousands· ol ~le die each year 
beuuac ot a ·~orcase~ of. don.PJ:' or· 
pns, and the govenimCAt aiad trUe-
plant ,.~1itc' ~~· ha+e·beon do· 
man~ UNOS unprove the ~Ystem. 
Ri~d-batod .tm,OS ~· tes 

under CQnt:act to the.fedetil · _ 
ment of Health and H · · . 5e· P-Ut 

I .. .L.: h . lrea . uman mces, 
wru~ lS I dy rewriting the. rules 

. under which UNOS operates. . 
• UNOS hae anaered HHS officiala 
m recent month• by relusini. ' re· 
vea) to the agency 'how many times 
vanous tranepla.nt. centers w~e of. 
fered organs but refused to 1ccept 
the~ ·- without .. the knowJe(fge. of 
patients who needed them.- for 
sw:h nonmedical reaaona .. lade o( A 

surgeon on duty.ln such eaaes, the 
organ aoea · eleewhere. and the 
passed-over patient J:MY die waiting 
lor the next good match. . 
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August 11, 1997 

The Honorable Randolph Lee Gordon, M.D., M.P.H. 
State Health Commissioner 
Virginia Department of Health 
Main Street Station, Suite 214 
1 500 East Main Street 
Richmond, VA 23219 

RE: COPN Request No. VA-5969 
Sentara Norfolk General Hospital 
Norfolk, Virginia 
Establish Liver Transplant Service 

Dear Commissioner Gordon: 

01390 

This letter is submitted for your consideration on behalf of the 
Medical College of Virginia Hospitals, an entity affected by the captioned 
project, pursuant to 12 V AC 5-220-240. I write in response to the 
submission, on June 30, 1997, by Sentara Norfolk General Hospital of 
a June 27, 1997 Richmond Times-Dispatch article regarding the creation 
of a ''new" liver transplant system by the United Network for Organ 
Sharing ("UNOS"). 

The changes in Status categories approved by UNOS in June and 
briefly discussed in the article have not become effective to date. If 
these changes do go into effect, Status 1 {which currently includes all 
patients in liver failure and facing imminent death within 7 days) would 
be split into two categories: Status 1 (limited only to patients with acute 
fulminant hepatic failure, patients in need of retransplantation for primary 
graft non-function or hepatic artery thrombosis, and children with inborn 
errors of metabolism) and a new Status 2a (made up of patients with 
chronic liver disease whose condition has deteriorated to the point that 
they are now on life support and in imminent danger of death within 7 
days). Although approved by UNOS board, we at MCV believe this is not 
a good policy change because it would give priority to those patients 
with the poorest chance for long term survival {Status 2a), over patients 
with the best chance for long term survival (current Status 2, which 
would be redesignated Status 28). We continue to believe that the best 
way in which to minimize pre-transplant mortality and maximize post­
transplant survival is to perform hepatic transplantation on patients prior 
to their reaching these critical stages of liver failure. Of course, if the 
new designations ever do become effective, we will abide by them. 
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This recategorization of liver transplant patients will have no adverse affect on 
the flexibility we currently enjoy in managing our liver transplant waiting list; it will 
merely change the categories within which such management takes place. As the 
record in this matter clearly reflects, if the SNGH project is approved this flexibility at · 
MCVH will be lost, resulting in an increased liver transplant waiting list mortality rate 
at MCVH. 

The article submitted by Sentara also notes that UNOS is creating a 
"standardized system for defining the medical condition of potential liver recipients." 
This aspect of organ allocation is a component of the status categories noted above. 
These criteria have evolved continuously over the past several years in response to a 
continuing trend of increases in pre-transplant waiting time and increases in pre­
transplant, or waiting list mortality. The current attempt by UNOS to divide the Status 
1 category into Status 1 and Status 2a is simply another "band-aid" at trying to make 
an intolerable system work as best as possible. The fact remains that there are simply 
insufficient organs within nearly every region across the United States, including 
Central and Eastern Virginia, to offer transplantation to all patients in need within a 
reasonable amount of time. As more liver transplant programs have opened during the 
past 5 years the situation has only worsened, not improved. Today, there are 
approximately 1 04 liver transplant programs in the United States and pre-transplant 
mortality is at its highest rate ever, approximately 14 percent nationwide in 1 995. In 
fact, those regions with the largest numbers of programs have the highest pre­
transplant mortality approaching 25% to 30%. In contrast, it is well known in the 
transplant community that those programs and citizens lucky enough to be listed by 
the sole program within an OPO or region enjoy the lowest pre-transplant mortality and 
the highest post-transplant survival among programs nationwide. As was already 
described during hearings regarding this matter, a single liver transplant program within 
an OPO allows the program flexibility to transplant those patients within any given 
status who are in greatest need of the transplant, regardless of waiting time. This 
flexibility is lost when another program enters the equation and organs are prioritized 
within a status solely by waiting time. For example, during the past 1 2 months at 
MCV, 12 patients were selected for transplantation based upon severity of illness and 
given priority ahead of patients with longer waiting times, but with more stable liver 
function. This accounted for 33°/0 of all liver transplants performed at MCV during 
calendar year 1996. Such flexibility would have been impossible if MCV would have 
had to share organs with another program and organs were allotted within a given 
status based upon waiting time alone. I estimate that at least 4-6 of these patients 
would have already died under such a system. The remaining patients would still be 
awaiting hepatic transplantation today, their situation would be more critical and their 
chance for long term survival even if they received an organ would be significantly 
reduced. 
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I would appreciate your taking this information into account as you render your decision regarding the SNGH project. 

MLS/dmh 

cc: Mr. Raymond 0. Perry 
Mr. Paul E. Parker 
Mr. Samuel L. Clement 
Mr. Paul M. Boynton 
Laura G. Aaron, Esquire 
Mark S. Hedberg, Esquire 

Sincerely yours, 

Mitchell L. Shiffman, M.D. 
Chief, Hepatology Section 

Medical Director, liver Transplant Program 
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ASSIGNMENTS OF ERROR 

1. The Court of Appeals erred when it concluded that the Commissioner exceeded his statutory 

authority when he determined that Sentara's application was inconsistent with the State 

Medical Facilities Plan (SMFP). 

2. The Court of Appeals erred \vhen it concluded that the Commissioner considered evidence 

not in the record on the issue of the availability of donor livers and gave no deference to the 

Commissioner's specialized competence and experience. 

3. The Court of Appeals erred when it failed to conclude that even if the Commissioner 

considered evidence that was not in the record such action was hannless error. 

4. The Court of Appeals erred when it concluded that the Commissioner's mistake of fact 

regarding liver transplant accreditation standards was not hannless error. 
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