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I. INTRODUCTION

This case involves a certificate of need (“CON™) for a liver
transplant program that the Department of Health (“Department™) issued
to Swedish Health Services (;‘Swedish;’): By enacting the CON law, the
legislature has provided for careful review of the n§ed for new health care
programs. An essential element of this review is the analysis of sufficient
patient volumes necessary to optimize quality of service and improve
outcomes of care. The legislature has .further provided that in
administering the CON program, the Departmenf must assess the impact
of new programs on existing health professional school and training
programs. Sufficient patient volume is particularly important for a liver
transplant program‘in an academic medical center where liver transplant
physicians, surgeons and fellows in training must perform a certain
number of procedures .to maintain or achieve the needed skill levels, and
where research and clinical trials are conducted. Careful review of liver
tranéplant programs also necessarily takes ‘into account the limited
availability of donor livers.

- This legislatively mandated careful review stands in stark contrast
to the Department’s inadequate consideration of the impacts of the
proposed Swedish transplant program on the existing liver transplant
program of the University of Washington Medical Center (“UWMC”). In
determining the “need” for a second transplant program, the Department’s
designated decisionmaker, a Health Law Judge (“HLJ”), accepted flawed

statistical analyses and outdated numerical comparisons with out-of-state



programs to theorize both that there may be Washington residents in need
of transplant services who are not being identified, and that a greater
volume of donqr livers would be available to match with these potential
recipients. She discounted, ignored, or disallowed relevant -factual
evidence that countered these theories. UWMC, concerned aboﬁt the
.adverse impacts on medical, training, and research pfograms, as well as
the ovefall impacf on the publié of the proposéd new program, participated
in the CON proéess. However, its participation was unlawfully hindered
when the HLJ, on the motions of Swedish and the Department, adopted
strict limits on the scope of evidence that would be allowed in the
adjudicative proceeding and rejected UWMC’s attempts to introduce |
evidence showing the statistical analyses by Swedish were flawed aﬁd that
the impacts on its training programs could not be evaluated by looking
6nly at the minimum accreditatioh réquiréments.

This case involves issues concerning the adequacy of the
substantive and procedural bases of the agency order. First, there was
inadequate evidence in the record, even without the countervailing proof
that was offered, to éupport the agency’s findings. Indeed, the failure of
‘the applicant and the Department to assess the impacts of an additional
program on the UWMC fellowship program by itself is sufficient reason
to set aside the agency order. Second, the evidentiary restrictions imposed
by HLJ aré contrary to the Washington Administrative Procedure Act

' (“WAPA”), the Department’s procedural rules, and due process rights

these provisions are designed to safeguard. Finally, the particular



circumstances of this case are best addressed, and the public interest is
best served, by setting aside the agency order rather than reﬁlanding the
matter a second time and conducting a third hearing.
Il ASSIGNMENTS OF ERROR
Pursuant to RAP 10.3(h), UWMC sets forth the following errors it

contends ‘Were made by the agency issuing the order:
1. | The Department, through the Health Law Judge (“HLJ”), erred in
entering its “Final Order on Remand Affirming Findings of Fact,
Conclusions of Law, and Final Order Dated August 23, 2005” dated
August 15, 2006, AR Remand 1906-1914, Appendix, Ex. B,'including
entry of Post Hearing Order No. 1 referéq_ced in paragraph 1.10. AR
Remand 286-289, Appendix. Ex B.
2. The HLJ erred in entering her Findings of Fact, Conclusioné of
Law, and Final Order dated August 23, 2005. AR 994-1019. Appendix,
Ex. C. o
3. The HLJ erred in entering Finding of Fact 1.4. AR 997.
- The HLJ erred in entering Finding of Fact 1.8. AR 999.

The HLJ erred in entering Finding of Fact 1.13. AR 1001.

The HLJ erred in entering Finding of Fact 1.14. AR 1001.

The HLJ erred in entering F inding of Fact 1.16. AR 1002.

- The HLJ erred in entering Finding of Fact 1.17. AR 1002.

R A N

The HLJ erred in entering Finding of Fact 1.18. AR 1003.
10. The HLJ erred in entéring Finding of Fact 1.19. AR 1003.



11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24,
25.
26.
27.
28.
29.
30.
31.
32.
33.
34,

The HLJ erred in entering Finding of Fact 1.20.
The HLJ erred in entering Finding of Fact 1.21.
The HLJ erred in entering Finding of Fact 1.22.
The HLJ erred in entering Finding of Fact 1.23.
The HLJ erred in entering Finding of Fact 1.24.
The HLJ erred in entering Finding of Fact 1.25.
The HLJ erred in entering Finding of Fact 1.27.
The HLJ erred in enteriﬁg Finding of Fact 1.28.
The HLJ erred in entering Finding of Fact 1.29.
The HLJ erred in entering Finding bf Fact 1.30.
The HLJ erred in entering Finding of Fact 1.31.
The HLJ errgd in entering Finding of Fact 1.32.
The HLJ erred in entering Finding of Fact 1.33.
The HLJ erred in entering Finding of Fact 1.34.

‘AR 1004.

AR 1004,
AR 1005,
AR 1005.
AR 1006.
AR 1006,
AR 1007.
AR 1008.
AR 1008;
AR 1008,
AR 1009.
AR 1009,
AR 1010.
AR 1010.

The HLJ erred in entering Conclusion of Law 2.2. AR 1011.

The HLJ erred in entering Conclusion of Law 2.6. AR 1012.

The HLJ erred in entering Conclusion of Law 2.7. AR 1013.

The HLJ erred in entering Conclusion of Law 2.8. AR 1014.

The HLJ erred in entering Conclusion of Law 2.9. AR 1014.

The HLJ erred in entering Conclusion of Law 2.10. AR 1015.

The HLJ erred in entering Conclusion of Law 2.11. AR 1015.

The HLJ erred in entering Conclusion of Law 2.12. AR 1016.

The HLJ erred in entering Conclusion of Law 2.13. AR 1016.

The HLJ erred in entering Conclusion of Law 2.14. AR 1016.



35, The HLJ erred in entering Conclusion of Law 2.15. AR 1016.
36.  The HLJ erred in entering Conclusion of Law 2.16. AR 1017.
37.  The HLJ erred in enteriné Conclusion of Law 2.17. AR 1017.
38.  The HLJ erred in entering Conclusion of Law 2.18. AR 1017.
39. The HLJ erred in entering Conclusion of Law 2.19. AR 1017.

III. ISSUES PERTAINING TO ASSIGNMENTS OF ERROR
UWMC restates the issues as follows:

1. Whether the Department’s order is supported by substantial_
evidence when it deduces from national statistics that there should be
more Washington patients receiving liver transplants and that significantly
more donor livers will be available, Withdut factual evidence to support
these deductions. |

2. Whether the mandatory requirement for assessment of the

.impact of a CON application on existing and proposed medical training

programs is met by — and cannot go beyond — determining if existing
programs can meet minimum accreditation standards. |

3. Whether the HLJ erroneously interpreted the WAPA and
thevDepartment’s proéedural rules’ and denied UWMC a.fair ‘hearing in
excluding evidence af 2005 and 2006 adjudicative hearings if the
information did not exist as of December 31, 2003, a date shortly after the
CON program closed the public comment record?

4. Whether a reviewing court may set aside an agency

decision rather than ordefing a second remand when the parties seeking



the remand did not address mandatory criteria, invited the erroneous
evidentiary rulings, and where the CON applicant may submit a new
application?
| IV. STATEMENT OF THE CASE
A. Countersfatement of Facts

1. History and Background of Liver Transplantation

- In 1963, a surgical team led by Dr. Thomas E. Starzl performed the
world's first human liver transplant. Medical researchers wor\ked to
improve surgical techniques and develop immunosuppressant drugs to
lower the risk- of organ rejection, and by 1984 deceased domor liver
transplantation became an accepted treatment for end-stage liver disease in
. adults and children. CP 874; see also AR 3964.‘ Whether a specific donor
liver is appropriate for a particular patient will depénd on a number of
factors such as blood types and appropriate size for the recipient.
Additiohally, liver transplant programs weigh the quality of the donor
organ and the severity of illness in the patie:nt.1 AR 3699-3700, 3719-
3722, 4097. The risk of transplant failure must be assessed based on
hardship on the recipient and the prospects for retransplantation. AR
3698-3.700, 3707. If a liver fails, another liver has to be available

emergently within days or the patient will die. AR 3609 —3610.

! An example of the interplay of these factors—the condition of the organ and the health
of the recipient—is illustrated by a recent article that discusses guidelines that
recommend against transplanting organs from persons with high-risk activities like drug
use with needle-sharing unless the recipients are so likely to die that potential infection
with H.IV. seems a lesser threat. Denise Grady, Patients Contract 2 Viruses in
Transplants, N. Y. Times, Nov. 14, 2007, at A 15. ' :



As explained by Dr. Jorge Reyes, Chief of the UWMC Division of
Transplantation, “[a]ll patients are different and all donor organs are
different. They’re not one-size-fits-all type organs. So a particular organ
in a particular patient with a certain MELD [Model for End-Stage Liver
Disease?] score, for example, will work differently versus if you put the
same liver in somebody with a different MELD score.” AR 3699-3700.

A broader quéstion is how to prioritize among potential recipients
of a donor liver when the number of patients in need always exceéds the
availability. of organ resources. After considering issues about equitable
and medically effective use of donor livers, a task force created by the
National Organ Transplant Act’ recommended the creation of a National
Organ Pfocurement and Transplantation Network (“OPTN”) to oversee an
organ allocation system. The system is administered under federal
contract by the United Network for Organ Sharing (“UNOS”). AR 1798.
The organ allocation rules give priority to the most medically urgent
patients who are appropriate candidates for transplantation. Priority is
first to cémpatible “status 1” transplant candidates, who have acute liver
failure, offered first in the donor’s local area, then to the largér UNOS

allocation region,” then nationwide. AR 3152-3153. Because the local

? The MELD numerical scale ranges from 6 (less ill) to 40 (gravely ill). AR 4009. This
scale is discussed infra at pp. 8, 9. See also AR 4009-4014.

* The National Organ Transplant Act of 1984 (Pub. L. 98-507), amended by Pub. L. 100—
607 and Pub. L. 101-616.

* UNOS Region 6 includes Alaska, Hawaii, Idaho, Montana, Oregon, and Washington.
AR 3138-3139. This differs from the Washington, Wyoming, Alaska, Montana, and
Idaho (“WWAMI”) region; WWAMI is a five state cooperative effort in which the



area has priority for “status 1” patients, there is less risk of death following

“transplant failure in more populous areas such as California and New York
than in less populated areas, since donor livers become available for a
retransplant on a more frequent basis. AR 3610.

Prior tc; 2002, donor organs were allocated to patients, after the
status 1 patients, based on the length of time the patient had been on the
“wait list.”. In 2002 the next level of medical urgency changed from
“waiting time” to a Model for End-Stage Liver Disease (“MELD”)
numerical scale. AR 3532, 4009-4013. See also AR 29. The MELD
scale is based on obj ectivé laboratory tests that measure the progression of
liver disease.” Id. A patient with a MELD score of 15 or higher is very ill.
Id. If a liver is not accepted for any Status 1 candidate, the liver is then

6 A transplant

offered to cofnpatible patients according to MELD scores.
‘candidate’s MELD score will be assessed and adjusted over time
' depénding on the status of his or her liver disease. AR 3695-3696, 4014.
For exampie, a patient may be initially placed on the waitlist with a lower

MELD score and then due to a wait for a transplant, becomes “more ill”

University of Washington School of Medicine serves as the regional medical school and
a regional network where the staffs of the University of Washington Medical Center,
Harborview Medical Center, and Children's Hospital Medical Center provide
consultations to health care professionals in.those states. AR 3163. Residents are not
limited to where they seek transplant services regardless of regional delineations for these
purposes. AR 3170, 3546.

3 Candidates age 11 and younger are placed in categories according to the Pediatric End-
stage Liver Disease (“PELD”) scoring system. .

¢ The UNOS policies on allocation of livers was amended during the pendency of this.
matter to require a local priority followed by regional sharing for patients with MELD
scores of greater than 15. See AR 3693-3694.



and thus be assigned a higher MELD score. Id. .The MELD scores are
entered into a UNOS computer program with protocols for timeliness. AR
3532.

Until recently, when patients were placed on wait lists was not
standardized or monitored. Lack of standardization of wait lists was
addressed in recent rule amendments by the Centers for Medicare,‘and
Medicaid Service (“CMS”). See Rules and Regulations, 72 Fed. Reg., No.
61 at 15204 (March 30, 2007), Department of Health and Human Services,
Centers fof Medicare & Medicaid Services, 42 CFR Part >121 (requiring
wait list management, including updating on a regular basis, removing
patients from the center’s wait list if a patient receives a transplant or dies
or if there is any other reason they should not be listed). See also Proposed
Rules, 70 Fed. Reg., No. 23 at 6161 (Feb. 4, 42005) (discussing need for

. effective wait list managerrient).

UNOS does, however, spécify certain persons who cannot be wait

listed unless and until certain issues are addressed. These include patients
| with'conditions such as severe heart disease, metastasic disease, tumors,

psychological disorders, active substance abuse, untreated infection, or a

history of non-compliance with treatment plans. AR 29, 3687-3689.

The field of liver transplantation is relatively new and continues to
evolve. One recent development has been in the area of living donor liver
transplantation in which a living person donates a portion of his or her
liver to anothé_r person. AR 30, 96. The first adult-to-adult living donor

transplant was in 1996. AR 96-97. Adults require a larger segment (as



much as one-half or more of the donor's liver), which results in a more

complex operative procedure with potentially greater risks for the donor.

These risks include death or long term health effects.” AR 3597-3598. As
limitations were encountered in living donor liver transplants, interest

grew in split-liver or cut down liver transplantation where the deceased

donor liver is divided into segments and transplanted into two recipients or

where a larger liver is “cut-down” to fit a small adult or child. AR 997.
Only certain high quality donor livers are appropriate for a split liver
procedure and only certain smaller adults of children are appropriate
recipients. AR 3721-3722. Both living liver transplants and split liver
transplants require two surgical teams and two UNOS certified liver
transplant surgeons. »AR 997, 3986-3988. Another recent develdpment is
enhanced availability of donation after cardiac death (“DCD”) where the

organ is procured quickly after cardiac standstill. AR 3715-3719.

UWMC has been involved in studies regarding increased use of DCD

organs. AR 3715.
2. UWMC Liver Transplant Program
UWMC is an academic medical center that treafs patients,
conducts research, and teaches future physicians and other health care
providers. Its liver transplant program was established in 1989. AR 1406.

In November 2003, UWMC’s program had six liver transplant surgeons,

7 In 2002, the death of a donor resulted in the temporary closing of the live donor liver
transplant program at Mount Sinai Hospital in New York. AR 3882-3883. The chances
of donor death are 1 in 500. AR 3597. ‘
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all trained and UNOS certified to perform kidney, pancreas and liver
transplants. AR 3653. It was at this time Dr. Jorge Reyes joined the
UWMC as Chief of the Division of Transplantation. AR 3635. Dr. Reyes
had completed his fellowship in transplanfation with Dr. Starzl, the
pioneer of liver transplantation, at the University of Pittsburgh Medical
Center and went on to become a professor and director of pediatric
transp_lantation in its Starzl Program. AR 3637. UWMC also had three
hepatologists on staff in November 2003, including Dr. Robert L.
Carithers, medical director of the liver transplant program, who has
experience with over 1200 transplant patients. AR 3651; AR 3502.

At UWMC, liver transplant patients are managed by a team
consisting of a liver transplant surgeon, the transplant surgical fellow,
clinical hepatologists, ¢ndocrinologist, gastrointestinal fellows, and also
general sﬁrgery residents, physician assistants, as well as other specialists
in transplant services. All menibers of the team attend weekly patient
selection conferences for the respective transplant services. Teams of
these specialists work with transplant candidates, and also work with
patients who do not meet the protocols for placement on the wait list to
address social or medical conditions that prevent them from being eligible
transplant candidates. AR 4079. Multiple studies and research are
conducted at UWMC in transplantation and reiated topics, where two
research scientisfs work with UWMC surgeons to investigéte a variety of
matters. AR §7—99; see also RCW 28B.20.462. UWMC particifJates in

several clinical trials which seek better immunosuppression regimens for
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counteracting rejection of transplanted organs. AR 97. As a direct result
of UWMC research, significant advancements have been achieved in the
treatment and management of transplant patients. Id.

Additionally, UWMC has an approved transplant felloWship
program ac_credited by the American Society of Transplant Surgeons
(“ASTS”) and approved by UNOS. AR 99. As part of the minimum
criteria for approval, the program must perform at least 50 transplants each
year and have adequate clinical and laboratory research facilities and an
adeciuate faculty with appropriate training. AR 99. During a two-year
fellowship, a fellow must perform at least 45 liver transplants as the
primary surgeon or first assistant and at least 20 liver procurements and
must complete a research project. AR 101, 1978-1989. Currently,
UWMC sponsors two liver transplant fellowé, on staggered two year
programs, following apprbval in 2004 of UWMC’s application for a
second tfansplant fellow. Clerk’s Papers (“CP”) 883, AR 99. A certain

- volume of transplants above the minimums is necessary to allow the

flexibility for fellows to commence their training on less complex

surgeries and progress to more difficult ones. /d. Also, UNOS-qualified

liver transplant surgeons must perform an adequate number of surgeries to

‘maintain their level of skill. AR 34. In 2001, UWMC performed 75 liver

transplants. AR 1048. UWMC uses split liver and cut-down liver
transplants where medically appropriate, and has performed a living donor
transplant where the appropriate circumstance was presented. AR

Remand 53.
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3. Swedish’s CON Application.

On June 11, 2003, Swedish submitted an application for a liver
transplant program at its Seattle First Hill Campus. ‘AR 1023. Liver
' transplantation is among the “teﬁiary health services” that are subject to
CON review. See RCW 70.38.105(4)(f); WAC 246-310-035; WAC 246-
310-020(1)(d)(i)(D). By definition a “tertiary health service” requires
“sufficient patient volume to optif,nize provider effectiveness, quality of
service, and improved outcomes of care.” RCW 70.38.025(14). The
legislature outlined matters to be included in the review of CON
applications. See RCW 70.38.115. These include the specific directive
that the Department consider a CON application “ih terms of its impact on
existing and proposed institutional training‘ programs for doctors of
osteopéthic medicine and surgery and medicine at the student, internship,
and residency training levels.” RCW 70.38.115(2)(d). |
Swedish’s stated justification of néed for its proposed program was
that an estimated 111 Washington residents should have received liver
transplants in 2001. Swedish came to this number by calculaﬁng a
nationwide average of liver transplants per 100,000 residents, and then
applying that ratio to Washington’s population. AR 1048. It then
subtracted the number of transplants performed in Washington and
claimed that its project was needed because a group of 39 residents must

have “out-migrated” to other states for liver transplants, showing
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UWMC’s program was not accessible or available. AR 1043. Swedish

initially claimed:

We have documented the extent to which Washington
residents have out-migrated from the state for liver

" transplants—a figure of about 40% of all transplants
provided to state residents. We think this situation is not
acceptable for such a complex surgical procedure, and the
necessary follow-up care required. '

AR 1071. Swedish also alleged its program was needed because donor
organs were being sent out of state to other transplant programs.
Swedish’s application did not include any analysis of the reasons these
livers were being exported, such as UNOS network’s sharing agreements
and requiremehts, patient compatib\ili’_cy,‘ or the marginal condition of the
organ. Nor did Swedish provide any documentation to show that the
number of exported organs was excessive. See AR 1565-1566; see also
AR 1342-1346.

Swedish also theorized more organs could be available through
procedures such as living donor and split-liver transplants, and therefore
there would be sufficient volumes for a seéond program.® AR 626-627,
629. The application did not take into account that UWMC ﬁses these

procedures where medically appropriate. AR Remand 53.

" % See Final Order on Remand, AR 997, n.3 (“a new program such as Swedish’s would not
only lack the experience but the staffing levels to conduct such a procedure”). A living
donor liver transplant center must have at least two UNOS-qualified liver transplant -
surgeons with specific demonstrated experience with live donor procedures, AR 1998,
and both living donor and split-liver transplants require two surgical teams. AR 3221-
3222. Swedish’s proposed staffing included a single liver transplant surgeon and single
liver transplant hepatologist, with backup from surgeons who are specialists in other
areas. AR 3215-3216.
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Swedish’s application did not mention or assess the impact of 1its
proposed liver transplant program on UWMC’s Academic Medical
Center, School of Medicine, liver transplant fellowships and other training
programs, or UWMC’s research programs associated with liver diseése.
AR 1056; see generally AR 1023-1069. Indeed, the application does not
even mention health professional schools and the criteria related to those
schools except to indicate “not applicable” under a criterion related to \the
proposed project’s relationship to such schools. See AR 1056.

" Swedish projected its program would perform, conservatively, six
liver tranéplant surgeries in its first year of the iorogram, 18 ih the second
year, 32 in the third year, 42 in the fourth year, and 46 by the fifth year.
AR 1048 | | |

4. Public Hearing and Rebuttal Submissions on
Swedish’s Application

After a CON application is filed, the Department’s CON Program'
undertakes a .public input process that lasts 45 days, unless extended.
WAC 246-3 10-160(1)(a). If requested, a public hearing may be held. /d.
The public hearing is conducted by a member of the CON Program staff,
and any interested person may make short oral statements and submit
written statements. The “Public Hearing Agenda” for the CON
application by Swedish outlines the typical elemeﬁts of the public hearing.
AR 1331-1332. Individuals may provide oral comments, limited to three
minutes, and méy submit written comments. Individuals may ask specific

questions of the applicant or others who commented, with a limit of one
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'question until everyone has had an opportunity to ask questions. No
substantive questions may be asked of CON program staff. At the end, the
applicant has up to ten minufes to summarize their— comments. AR 1331—
1332.

A public hearing was held on Swedish’s application on
November 6, 2003. Id. Several of those testifying at the public hearing
used their limited time to highlight concerns about the impact a second
program would have on UWMC’s training of future providers of liver
transplant services. AR 3048-3051; 3057-3061, Appendix, Ex. G. The
CON program analyst asked follow-up questions regarding the testimony,
but asked none regarding training programs. See AR 3114-3117. .

At the hearing, UWMC provided the CON Program with UNOS
and Comprehensive Hospital Abstract Reporting System (“CHARS”)
patient information’ to. refute Swedish’s claim that statistical analysis
indiéate’d 39 residents went out-of-state in 2001 for liver transplantation.”
AR 1411-1412. UWMC indisputably showed only nine patients out-
migrated for liver transplants in 2001, and that out-niigration likely
occurred beéause southwest Washington residents are closer to Portland

programs, insurance or the Veteran’s Administration require treatment at -

? Swedish was mistaken when it stated: “Although the number of transplants that
occurred in Washington is known, either through UNOS or CHARS data, the rate of
transplantation for Washington residents is not known, since there is no figure that
quantifies the number of state residents who out-migrate to other states for transplants.”
AR 1047. In fact, this information is tracked and the UWMC showed the actual number
of the out-migrations in its testimony at the public hearing. AR 1412-1413.
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specific facilities, or patients planned to rely on family or other support
providers that lived out of state. (AR 1412-1413).

Following a public hearing, the applicant and any interested person
have ten days to submit documents addressing any submission or
testimony taken at the public hearing. WAC 246-310-160(1)(a). Swedish,
UWMC, and Children’s Hospital simulténebusly submitted rebuttél
documents. AR 1572-1689. In its submission, Swedish conceded the
UNOS out-migration numbers were accurate. AR 1633-1634. Swedish
then shifted its theory of “need;” after the public comment period ended, A
to a claim that there were unidentified patients who the statistics indicated

should have received transplants but did not.!” Swedish theorized that

~ some patients were going unserved, again based on a simple mathematical

formula of the nationwide average of liver transplants per 100,000
residents. As described by t_he HLJ, in its November 24, 2003 rebuttal
submission, “Swedish raised a new theory within its rebuttal statement
regarding patients falling through the .cracks.” AR Remand 1907. Since
these allegations were contained in Swedish’s rebuttal, UWMC did not
have an opportunity to respond to this new theory. After reb‘uttal

submissions the CON Program closes the public comment record and

11 its rebuttal submission Swedish also shifted the year from 2001 to 2002: “We agree
UNOS data indicates 17 Washington residents left the state in 2002 for liver transplants.”
AR 1633. This shift in years apparently was not recognized by the CON Program, which
refers to 17 residents as the number who left the state in 2001 as opposed to the nine who
leftin 2001. AR 1802.
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begins its review of the application, the submissions, and any material it

independently obtains.

S. The Departinent’s Analysis and Issuance of the
CON '

The Department issued its findings and analysi's on June 17, 2004,
granﬁng Swedish’s application for a CON for its proposed adult liver
transplaht program. AR 1796-1811. The Program justified its decision
that there was a need for Swedish’s' program by finding it would increase
the number of Washihg‘ton residents added to wait lists for liver
transplants. While it was unlikely there quld be a significant increase in
the iumber or suitability of deceased donor livers, the CON Program said
increasing use of living and split-liver procedures, and an increased
Will.ingness to transplant livers previously deemed sub-optimal by existing
programs, could result in an increased number of patients receiving
transplant procedureé. AR 1804.

Under a éub-heading entitled “The project will not have an advefse
effect on health professional schools and training programs,” as required
by WAC 246-310-210(4), the CON program evaluation sta;ces only “this
sub-criterion is discussed below in section C. 4” AR 1805. The

referenced section merely observes:

UWMC contends that [Swedish’s] projected volumes will
decrease its ability to perform sufficient numbers of
surgeries to train new transplant physicians and perform
research in the liver transplant field. . . . If UWMC is able
to maintain or increase its transplant volume, no negative
impact on training or research can be demonstrated. UNOS
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standards for liver transplant programs require a traiﬁing :
program to perform at least 50 transplants each year.

AR 1810. The Program found Swedish’s proposed liver transplant
program met the CON criteria and sent Swedish CON No. 1288 on

June 30, 2004. AR 1814-1816.

B. Procedural History of Adjudicative Proceedings and
Superior Court Review

1. Initial Adjudicative Proceeding and Order
UWMC filed a request for an adjudicative proceeding. AR 1-6.
During the course of the first adjudicative proceleding in January and
February 2005, the HLJ refused to allow UWMC to present documents or
testimony that could not be directly tied to a statement or a document in
the Program’s application reviewl record. AR 285-291. UWMC filed

motions with the HLJ for reconsideration of her restrictive evidentiary

rulings and also made an offer of proof during the course of the

adjudicative proceeding. AR 293-309; see, e.g., AR 3557-3572; 509-542.
In addition, UWMC filed a motion for summary judgment alleging that a
denial of due process occurred when the Program allowed Swedish to
change its need justification in its rebuttal submission without providing
UWMC an opportunity to respond. AR 63-93. The HLJ denied the

motion on the bases her review was limited to the public input record and

UWMC’s remedy was required to request reconsideration of the CON

Program’s decision if it wanted to augment the record to address rebuttal.

AR 285-291. At the end of the adjudicative proceeding, the HLJ issued
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Findings of Fact, Conclusions of Law, and Final Order, adopting nearly
verbatim the assertions Swedish made in its rebuttal and followed by the
CON Program in its Analysis. AR 994-1019. UWMC then filed an
amended petition for judicial review to appeal the HLJ’s findings,

conclusions, and order on September 20, 2005.1

2. Remand Ordered by the Superior Court for the
Taking of Additional Evidence

The UWMC filed a request to accept additional evidence or
remand for further procéedings, and the superior court (CP 1564-1582)

remanded the matter for additional evidence. AR Remand 1-3.

3. Second Adjudicative Proceeding on Remand

On remand, Swedish asked that the hearing be “limited to evidence
that existed as of December 8, 2003” which was ten days after it submitted
its febuttal statement. AR Remand 81. The Department said new
evidence should be “limited to evidence that was known and in existence
at the time of the Swedish rebuttal in November 2003.” (Emphasis in
original;) AR Remand 146. The HLJ orally ruled that she was limiting
the evidence to information that _existed on or before December 31,

2003."> See AR Remand 228. The HLJ ordered documents already

* "I Since the CON Program had issued a certificate, the UWMLC filed a petition for judicial
review and sought a stay. At various points in these proceedings UWMC and Swedish
filed motions relating to the imposition or lifting of stays. The actions regarding the stays
are not at issue here. -To the extent Swedish argues it was unfairly forced to pursue its
program during the pendency of these proceedings, Swedish’s Opening Brief at 2, it was
Swedish who successfully moved to lift a previous stay. CP 1054.

12 The HLJ allowed UWMC to move for reconsideration of her ruling restricting the
evidence, and set a briefing schedule. AR Remand 228-237. Although the HLJ had not
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admitted into evidence in the initial hearing that contained post-
December 31, 2003, information to be redacted. AR 913.

At the remand Ahearing Swedish objected to each exhibit that
UWMC offered and the HLJ granted each objection.’* AR 1925-1965.
Some of the HLJ’s rulings were based on the claim that UWMC had not
identified the witness or exhibit by a designated date, but most were based
on the December 31, 2003, limit the HLJ had imposed on the scope of the
evidence. CP 783-784. For example, the exhibits that the HLJ excluded
solely because they were not in existence on December 31, 2003, included
Center Specific Reports for UWMC and for all of the liver transplant
centers used as peer institutions by Swedish. These reports contained data
needed to refute the claims of Swedish that compared UWMC with other
institutions, to refute the claim by Swedish that liver patients in
Washington are “falling through the cracks,” and to show that many
statistical predictions made by Swedish have not come to pass. CP 784-
785. UWMC presented limited testimony at the remand hearing

consistent with the HLJ’s evidentiary limitations. AR Remand 1979-

ruled on UWMC’s motion for reconsideration by May 5, 2006, she required the parties to
submit their preliminary witness lists and proposed exhibits by that date. AR Remand
288-289. On May 15, 2006, the HLJ orally denied the reconsideration motion. See AR
‘Remand 912. During the May 15 unrecorded status conference, the HLJ stated several
times that it would be helpful to have guidance on the scope of the evidence allowed at
the hearing because she was concerned the case would be remanded again. See AR
- Remand 504. However, she refused to continue the hearing. AR Remand 919. UWMC
sought clarification, but the superior court declined to-grant interlocutory review. AR
Remand 922-926.

3 The HLJ further held during the course of the hearing that UWMC’s Witnesses. were

not allowed to even speak the name of a post-December 31, 2003 document, let alone to
testify about it. See AR 2012-2015. - '
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2083. After receiving pdst-hearing briefs, the HLJ issued the Remand
Order on August 15, 2006, upholding the issuance of CON No. 1288. ‘AR
, Remandv1906-1919. UWMC filed another petition for judicial review on
a numbe_r of bases, including that the Department engaged in unlawful
procedure and decision-making, erroneously interpreted and applied the
law, failed to follow the Department’s rules set forth in chapter 246-310
WAC, and that the Remand Order was not supported by substantial
evidence. CP 272-284. The superior couﬁ set aside that agency order,
and Swedish and the Department appealed.
V. SUMMARY OF ARGUMENT

The Department’s orders are not supported by substantial
evidencev. Applying a simple nationwide average number of transplants
per 100,000 residents to Washington’s population does not support the
finding that patients are “falling through the cracks,” particularly When
there is no supporting evidence. Nor can statistical comparisons to
programs that face different circumstances be accepted as substantial
evidence of what is occurring in Washington. In any event, failure to
assess the impacts of the proposed project on UWMC’s liver transplant
fellowship program, an assessment mandated by the legislature, is grounds
alone for setting aside the agency decision.

Relevant evidence would have further demonstrated the proposed
program does not meet criteria for issuénce of a CON, but that evidence

was not accepted because of limits the HLJ placed on the scope of
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evidence that were contrary to the WAPA and the Department’s own
rules. Setting the agency order aside rather than ordering a third hearing is
appropriate where Swedish and the Department urged the erroneous
evidentiary rulings at two previous hearings, where the public interest
would not be served, and where Swedish is not precluded from submitting

a new application. The superior court order should be affirmed.

VI. ARGUMENT

A. The Department’s Orders Are Not Supported by
Substantial Evidence .

The Court may reverse the Department’s order if it is “not
supported by evidence that is substantial when viewed in light of the
whole record before the court.” RCW 34.05.570(3)(e). There must be
“evidence in sufficient quantum to persuade 'a fair-minded person of the
truth of the declared premises.” Heinmiller v. Dep 't of Health, 127 Wn.2d
595, 607, 903 P.2d 433 (1995), cert. denied, 518 U.S. 1006 (1996).

B. Simply Applying the Nationwide Average Number of
Transplants Per 100,000 Residents to Washington’s
Population Does Not Support the Finding That Patients
Are “Falling Through the Cracks”

The linchpin of the Department’s finding of “need” is acceptance
of Swedish’s selected statistics to theorize there are potential transplant
patients who are “falling through the cracks.” This finding is not

| supported by substantial evidence, even without considering the
cduntervailing evidence the HLJ discounted or disallowed. A simple

mathematical formula that applied “a nationwide average of liver
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transplants per 100,000 residents. to Washington’s population, and then
estimates 111 Washington residents should have received liver transplants
in 2001,” AR 1043, 1047, 1090, will not support a finding that there were
actual patients who were not receiving appropriate consideration. The
HLJ erred in finding “‘[t]he population, liver disease and deaths statistics
indicate that patients in Washington state and WWAMI region are ‘falling
through the cracks’” without evidence that would demonstrate the reality
of this conclusion. See AR 1005. vInstead, the HLJ discounted the
undisputed factual evidence of physicians who refer their patients to
UWMC for end-stage liver disease care and possible transplantation who
said their patients receive good care and do not have to seek care
elsewhere, because this testimony did not match the statistics. AR 1006,
n31. Standing alone and without meaningful analysis, this statistical.
* evidence is not the “kind of evidence on which reasonably prudent persons
are accustomed to rely in the conduct of their affairs.” Courts ha{/e
rejected such minimal mathematical “proof” in other areas of the law.
See, e.g., Int’l Brotherhood of Teamsters v. United States, 431 U.S. 324,
340, 97 S.‘Ct. 1843, 1856, 52 L. Ed.2d 396 (1977) (statistics’ “ysefulness
depends on all of the surrounding facts and circumstances’5); City of

Richmond v. JA. Croson Co., 488 U.S. 469, 109 S. Ct. 706, 102 L. Ed.2dv
854 (1989) (cbngressional finding based on nétionwide discrimination in
the construction industry had extremely limited probative value, since the
scope of the problem would vary from market area to market area). And

courts have taken to heart the folk wisdom that statistics are manipulable
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and unreliable. See, e.g., Keely v. Westinghouse Electric Corp., 404 F.
Supp. 573, 579 (E.D. Mo. 1975).1*

Here, one would expect th;alt if in actuality 40 patients per year
were “falling through the cracks” there would be concern expressed by
gastroenterologists, the physicians who primarily care for patients with
stomach, pancreas, liver, and intestinal problems. See AR 1577. To the
contrary, gastroenterologists from around the state told the Department
that the UWMC had providéd appropriate and excellent services. AR
1529—1564. Even physicians supporting a second program indicated they
had not ekperienced any problems with éccessibility to the UWMC
transplant program. AR 1392, 1393.

These letters caused the HLJ to discount the views of the
physicians rather than to question the inference from the statistics:
“Letters submitted by these physicians fail to address many of the issues
raised by the statistical analysis such as wait list size and MELD scores
discrepancies.” AR 1006, n.31. Thus, the HLJ turned on its head the

caution that statistics’ “usefulness depends on all of the surrounding facts

" Swedish suggests the reviewing court should defer to the HLJ’s determinations under -
the broad rubric of “credibility.” -See Swedish’s Opening Brief at 18. Deference to
credibility determinations should be given only where the nature of the evidence makes
the opportunity to observe the witnesses important. See, e.g., RCW 34.05.464(4) (“[iln
reviewing findings of fact by presiding officers, the reviewing officers shall give due
regard to the presiding officer's opportunity to observe the witnesses”). See also
Universal Camera Corp. v. National Labor Relations Board, 340 U.S. 474, 71 S. Ct. 456,
95 L. Ed. 456 (1951) (noting “findings of the [hearing] examiner are to be considered
along with the consistency and inherent probability of testimony” and that their
significance “depends largely on the importance of credibility in the particular case.” 340
U.S. at 496, 71 S. Ct. at 496. Here, the HLJ stated that “[ijn light of these statistics” the
Swedish witnesses were more credible. AR 1006. In this context, the statements
regarding credibility do not add weight to the findings.
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and circumstances,” Int’l Brotherhood of _Teamsters, 431 U.S. at 340, 97
'S. Ct. at 1856, and made the usefulness of facts dependent on whether they

matched the statistics.

1. Comparisons of MELD Scores at the Time of
Transplant and Wait Lists Do Not Support
Findings That Unidentified Persons Should Be
Wait Listed ,

" There is no substantial evidence for the HLJ’s findings that
“healthier patients with lower MELD scores and an insufficient number of
patients have been_'placed on the University’s liver transplant wait list.”
AR 1001. Agairi, she relied on inapt statistical comparisons and nof on
study of the actual facts.”” There is no baéis for finding that UWMC is too
conservative in adding persons to its wait list based on the fact that |
UWMC patients have lower than average MELD scores at the time of
transplantation than some other transpiant centers. A MELD score is
required by UNOS to be updated on a short and regular interval, and only
reflects the condition of the patient when transplanted, not when listed.
See AR 4010-4014. These lower MELD scores at transplantation mean
only that patients do not wait as long to receive transplants at UWMC.
AR 3434. Dr. Carithers explained: “One of the reasoné that it may appear
thet MELD scores at the time of transplantation are lower at the University

of Washington, is that patients get transplanted more quickly; in fact,

15 Similarly, Dr. Marks testified he had not studied the UWMC wait list criteria: Q.
“Have you ever seen the University of Washington’s criteria for being wait-listed on its
liver transplant list? A. No. And if I could just add to that. I’ve not seen the criteria.
My assumption is that their criteria are conservative, based on what I see in terms of the
severity of illness scale that they list.” AR 3224.
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patients who are listed at the University of Washington, are actually sicker
than patients in any of these peer groups.” Id. .Despite this distinction
between MELD scores at time of listing and time of transplant, the HLJ
illogically concluded that MELD scores at the time of transplant proved
UWMC was conservative in its approach to accepting’ patients for the wait
list, and was therefore under-serving sicker patients. AR 1001.
Comparison of the length of UWMC’s liver transplant wait list to
the national average, AR 3167, does not provide substantial evidence for
the proposition that UWMC is too conservative in placing individuals on
its wait list. As Dr. Fung, Chairman of the Departmént of General Surgery

and Director of the Transplant Center at the Cleveland Clinic, testified:

A waiting list is not an accurate representation of whether a
community is served or underserved. You can list a patient
anytime you want, but in reality, unless you reach a certain
threshold in the MELD score, which is how you prioritize
patients, the patients that are listed with a low MELD score
are unlikely to get transplanted. And by putting them on
the list, “A”, you inflate the list. But, more importantly,
you require those patients to have certain testing done on a
regular basis that may not otherwise be required.
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AR 4047-4048. The record contains no basis for meaningful comparison
with the length of wait lists at other liver trénsplant centers. There was no
showing of similar protocols on updating the lists; whether there Was
duplication on some of the wait lists in areas with liver transplant centers
in cloée proximity; and no examination or review of the UWMC’s actual
wait list criteria and prac‘cices.17 Findings based on comparisons of the
size of wait lists and the MELD scores at the time of transplantation
simply are not a basis for extrapolation on whether appropriate vcandidates

for transplants are not being included on the wait list.

2.> There Is No Substantial Evidence To Support The
Finding That Too Many Donor Livers Are Being
Exported That Should Have Been Used In

Washington
The HLJ also found that “the statistiés indicate . . . the number of

exported livers should not be as large as it is.” AR 1005. In this instance,
Swedish chose not to compare UWMC’s percentage use of local donor
livers with the national statistics, which show that nationally Washington
keeps more organs that the rest of the country. AR 1416, 1651. Swedish

and the HLJ concluded “that is not a reasonable figure for comparison

17 Swedish also cites the testimony of their witnesses from other parts of the country.
Swedish Opening Brief at 18-19. These witnesses looked only at Swedish’s rebuttal
materials, AR 3776, 3869, and simply observed these materials showed MELD scores at
.the time of transplant at UWMC were lower than many programs, or stated they would
expect to see a longer wait list. Their testimony shows they could not determine the
reasons for the differences in wait list length. See, e.g., testimony of Dr. Miller of the
Cleveland Clinic Foundation, AR 3842, (“I can’t tell exactly why that is”) AR 3857, and
testimony of Dr. Dickson of the Mayo Clinic in Jacksonville, AR 3772 (the wait list is
“suggesting” that and “I suspect that” there are patients who are not being served) AR
3789, 3792. Indeed, the wait lists at the institutions they served were shorter or about the
same length as the UWMC list. AR 1425, 1431. ’
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purposes.” AR 1004. See also AR 1651-1652. Rather, Swedish selected
and the HLJ accepted the San Francisco Bay area, Los Angeles County,
Nebraska and Colorado as organ procurement areas “with similarities such
as populations served and similar programs served” to compare to the -
export rates of Washington and Oregon. AR 1004. The HLJ noted that
these “comparable organ procurement organizations” have export rates of
10 percent to 15 percent. Id The only support for this comparison is
found in Swedish’s rebuttal tesﬁmony, AR 1651-1652, which showed the
populations served by these chosén comparators varied from 1.7 million
for Nebraska to 9.3 millioﬁ for Los Angeles County. Further, an earlier
section of the same rebuttal submission shows that California has a 1.6
percent incidence of liver disease and Colorado 1.4 percent compared to
Washington’s lower incidence listed as 1.2 percent. AR 1635. There is no
clear explanation'® for what characteristics pull Nebraska and Los Angeles
County into the same class and rriékes them éppropriate for export rate
comparison purposes. |

Additionally, the HLJ notes the only evidence on the condition of ,
the 26 exported donor livers in 2001 is whether they were “successful
upon transplantation” since statistics regarding transplant success for

longer periods is not available. 9 AR 1003. In peculiar circular reasoning,

'8 The brief explanation provided is: “Our area has a dominant transplant center and is
surrounded in its region with centers that service relatively small populations. Similar
environments can be found in Northern and Southern California and in rural state
environments, such as Nebraska and Colorado.” AR 1651.

" In compliance with sharing agreements, these exported organs were offered next to the
Oregon liver transplant facilities. Dr. Ham noted: “Of the 26 organs that were exported
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she concludes that one factor that shows the University has a conservative .
approach that keeps it from using these exported livers is that it has a
lower retransplantation rate than other programs. AR 1004, n.22. She
apparently concludes that UWMC should have transplanted the exported
organs even if some ‘o'rgans failed, leading to the need for retransplantation
or, if no other liver was available, death.

There is no substantial evidence to support the findings that too
many donor livers are being exported that should have been used in

Washington.

C. Failure to Assess the Impacts of the Proposed Project on
UWMC’s Liver Transplant Fellowship Program Is
Grounds Alone For Setting Aside the Agency Decision .

The HLJ converted minimum accreditation requirements for a liver
transplant fellowship program into the maximum she could consider under
the law. This application of the law to the facts is an error of law which
the court considers de novo. Mader v. Health Care Authority, 149 Wn.2d
458, 469-470, 70 P.3d 931 (2003). o

from the Seattle area [organ procurement organization] last year, and therefore made
available to us in Oregon, we deemed only two as being of the quality necessary to be
transplantable with acceptable outcomes. The remaining had sub-optimal characteristics
for transplantation such as illicit drug use or infections with Hepatitis B in the donor.”
AR 1606. See also AR 1581.
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1. The Legislature Mandated Assessment of the
Adverse Impacts a Project Would Have on
Existing and Proposed Health Professional Schools
and Training Programs .

The legislature recognized that it would be short-sighted to
approve a new project that would undercut future availability and quality
of trained health professionals. RCW 70.38.115(2)(d) specifically directs
“[t]he department shall consider the application in terms of its impact on
existing and proposed institutional training programs for doctors of
osteopathic medicine and surgery aﬁd medicine at the student, internship,
and residency training levels . . .” Similarly, WAC 246-310-210(4) |
includes' the following criterion for a determination of need for a project:
“The project will not have an adverse effect on health professional schools

and training programs . ..”

2. Swedish and the CON Program Did Not Assess the
Potential Impacts on UWMC’s Training Program
as Required by Statute and Rule

Despite the legislature’s emphasis on health professional schools
and training programs, minilﬁal or nonexistent consideraﬁon was given to
these programs. Swedish’s application does not assess or discuss the
impact of its proposed liver transplant program on UWMC’s transplant
fellowships and other training programs,v or its research programs
associated with liver disease. See gemerally AR 1025-1073. In all
applications for Department licenses, the burden is on the applicant to
establish that the application meets éll applicable criteria. WAC 246-10-

606. Swedish lists citations to the record to support its claim that it
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subsequently “addressed this issue at length,” Swedish’s Opening Brief at
26, but each of these references repeats the basic contention that its project
would not cause UWMC’S transplant numbers to fall below the minimum
number to maintain accreditation for a one-fellow pro gram.

The CON Program did not separately address this criterion in its
written evaluation following the public hearing process. Under the
heading listing this sub-criterion, the CON Program states only that it “is

discussed below in section C.4.” AR 1805. That “discussion” is very

limited:

If UWMC is able to maintain or increase its transplant
volume, no negative impact on training or research can be
demonstrated . . . UNOS standards for liver transplant
programs require a training program to perform at least 50
transplants each year. Under the projections contained in
this application, SHS expects UWMC to be able to
maintain that volume. ' :

AR 1810. This constitutes the full extent of the Department’s

inadequate evaluation and does not meet the legislative mandate.

2 Swedish’s Opening Brief at 26 cites AR 1653 — 55, 1668-69, and 1687. The discussion
at these pages simply repeats the minimum accreditation volumes like a mantra: “The
only minimum number that must be met to assure adequate training is 50 livers per year
to maintain a fellowship.” AR 1654. “The Swedish program would not drop the UW
program below the 50 liver transplants necessary to maintain their fellowship program,
the only significant minimum volume requirement.” AR 1655. “We have addressed
[training programs] above. See 21-23 [AR1653-55] for minimum volumes. . . .” AR
1687. “The required number of cases that a program must perform annually to meet the
fellowship requirements is 50.” AR 1669.
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3. The HLJ Erred As a Matter of Law in Limiting
Consideration of the Adverse Impacts on UWMC’s
Training Programs to Minimum Accreditation
Requirements

The HLJ refused to consider what was ne‘cessvary to maintain a
quality fellowship training program beyond the minimum 50 transplants
per year needed for program accreditation, stating: “That argument is
asking the health law judge to set new minimum standards for a liver
transplant program after expért medical organizatidns have done so” and
concluding as a matter of law that minimum standards would be
considered. AR 1007, 1012-1013.

This limited consideration is contrary to the legislative intent as
expressed in the unambiguous language under RCW 70.38:1 15(2)(d). In
vorder train its two fellows there must also be é sufficient volume of liver
transplants to meet their individual standards, which fequire each liver
transplant fellow to be the primary surgeon or first assistant on 45 liver
transplants over a two-year period. AR 3645-3646; CP 882-883. The
volumes must be sufficient to allow the felldws to begin with less difficult |
surgeries and then progress to more difficult surgeries. CP 883.
Additionally, UWMC liver transpl-ant surgeons must also perform an
adequate number of transplants to maintain their level of skill.
Performance of 120 liver transplants annually would afford two fellows
the volumes .and flexibility necessary to meet training requirements. AR
Remand 26. |

The number of donor organs available is therefore central to the

effectiveness of the training, research and patient care at an academic
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health center. Failure to conduct any meaningful assessment of the
adverse effects a second program would have on health professional
schools and training programs is contrary to the clear mandates of the law.

The agency decision should be set aside based on this error alone.

D. The Depai‘tment Excluded Relevant Evidence That Would
Have Further Demonstrated the Proposed Program Does
Not Meet Criteria for Issuance of a CON

Swedish and the Department repeatedly urged the evidentiary
restrictions that the HLJ imposéd in both the original hearing and the
" remand hearing, and which séverely restricted UWMC’s ability to respond
to Swedish’s claim and the Department’s findings. These evidentiary
restrictions erroneously interpreted the WAPA and the Department’s
procedural rules, and resulted in unlawful procedure and unfairness in the
decision-making process. These rulings limiting the evidence according to
the timeframe and content of _the public iﬁput record were errors of law
subject to de novo review. Port of Seattle v. Pollution Control Hearihgs
Bd, 151 Wn.2d 568, 593, 90 P.3d 659 (2004). This error of law standard
applies to interpretations of law relating to the scope of evidence. Id. at

599,19

1. The Department’s Attempt to Create a New Type
of Hearing That Is Not Provided for In Statute or
Rule Is Contrary to the Basic Principles of the
WAPA

The HLJ’s rulings that UWMC could not present any evidence that
was not in existence on December 31, 2003, and requiring any evidence at

the first and second adjudicative hearing to be tied to some reference in
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the CON Program’s public record, were errors of law. These rulings were
premised on the arguments of Swedish and the Department that evidence.
presented in a CON adjudicative proceeding is limited to evidence in the
“record” compiled by' the CON Program during the application review
process.

At the heart of the WAPA provisioﬁs for adjudicative proceedings
is the right tb a de novo hearing. Yet, the Department seeks agency
variations that are contrary to explii;it provisions of the WAPA, contrary
to its own duly adopted rules, and without the principal components of an
adjudicative procedure as established by the WAPA. The Court should
reject this attempt to create a new type of proceeding that is not grounded
in any Statutory or rule language, and not even desér_ibed in an interpretive
ruling. Instead, fhe rules should be applied as written.

The WAPA reflects the Legislature's intent to bring consistency
and standardiéation to the principal components of agency procedures.
See William R. Andersen, The 1988 Washington Administrative
Procedure Act -- An Introduction, 64 Wash. L. Rev. 781, 784 (1989).
However, as Professor Andersen observed, “there is a natural desife of
many agencies to be separated out from the general lot, and to be treated
specially.” If indeed there are settings that require a different approach,
“the goal of clarity is protected by a requireinent that agency variations be

made by rule.” Id. at 792.
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2. The Washington Supreme Court Has Previously
Rejected Limits on the Evidence Following an
Agency Permit Decision As Inconsistent With a De
Novo Proceeding

The “scope of evidence” issue in this case is analogous to the issue
addressed in Port of Sea?‘ﬂe, 151 Wn.2d at 597-598. The Pollution
Control Hearings Board (“PCHB”)‘ had to determine whether it should
review a federal Clean Water Act § 401 certification based only upon the
rec;ord available at the time Department of Ecology issued the certification
or Whether it could consider all in_forrrieition available at the time of the
hearing, including post-certification plans, reports, and studies. The Court
found the PCHB could consider plans, reports, and studies that were not
available to Ecology, noting “[t]he scopé of PCHB review is truly de novo,
subject to established discovery deadlines.” (Emphasis aldded'.)21 The
Court explicitly rejected the project opponents’ theory that “Ecology's
certification must b¢ based on reasonable assurance that there was
compliance with water quality laws at the time of Ecology's certification,
and the PCHB should be strictly limited to review of the record available
to Ecology at the time the certification was issued.” Id. at 597. The Court
noted that under applicable rules PCHB adjudicative proceedings are trial-
like in nature. The Court concluded: “Nothing suggests that review

should be limited to the record below . . . the PCHB did not erroneously

2! The Court noted the meaning of “scope of review” as follows: “In this case we use the
term ‘scope of review,’ as the PCHB uses it, to refer only to the scope of evidence that
the PCHB can consider when reviewing an Ecology § 401 certification.” Id. at 596, n.7.
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interpret or apply the law or act contrary to agency rule when it considered

reports and studies that were not available to Ecology.” Id. at 597-598.

3. Excluding Relevant Evidence in the Adjudicative
Hearing Is Contrary to the Explicit Language of
the Governing Statutes and Rules

Both the WAPA and the Department’s rules state the parties
should be afforded an opportunity to present all relevant evidence at
adjudicative proceedings. Indeed, the Department’s rules on adjudicative
proceedings specifically state: “The adjudicative proceeding shall be
conducted as provided in RCW 34.05.449 through 34.05.455.” WAC
246-10-602(1). These provisions specify the broad scope of evidence to
be considered by a presiding officer. For .example, RCW 34.05.449(2)

provides:

To the extent necessary for full disclosure of all relevant
facts and issues, the presiding officer shall afford to all
parties the opportunity to respond, present evidence and
argument, conduct cross-examination, and submit rebuttal
evidence, except as restricted by a limited grant of
intervention or by the prehearing order.

The Department’s own rules are even more emphatic about the de novo
nature of the hearing and the role of the HLJ as the agency’s fact finder.
Among the actions the presiding officer may take are the following:
conduct the hearing de novo; receive relevant evidence; interrogate
witnesses called by the parties to develop any facts necessary to fairly and
adequately decide the matter; and call additional witnesses and request

additional exhibits deemed necessary to complete the record and receive
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| such evidence subject to full opportunity for cross-gxaminatioﬁ and
rebuttal by all parties. WAC 246-10-602(2)(a),(f),(g), and (h).

In contrast, nothing in the’ applicable statutes or rules supports the
view that “[t]he purpose of CN adjudicative appeals is not to supplant the
certificate of need application review process but to assure that the
procedural and substantive rights of the parties were observed and that the
factual record supports Program’s analysis and decision.” AR 1911. For
this remarkable proposition, the HLJ cites one previous prehearing order
in a CON adjudicative proceeding where the CON Program asserted it
could change the entire bases for its decision on the eve of hearing
because the adjudicative hearing was de novo. AR 1911, n.9; CP 200.
Neither this citation to a prior administrative decision nor the unsupported
claim that this represents a longstanding agency iﬁterpretation provides
reason to defer to the HLJ’s view of her role. See Cowiche Canyon

Conservancy v. Bosley, 118 Wn.2d 801, 815, 828 P.2d 549 (1992).

4. Excluding Relevant Evidence in the Adjudicative
Hearing Is Contrary to Caselaw Holding a CON
Adjudicative Hearing Is De Novo
The recent case of DaVita, Inc. v. Dep’t of Health, 137 Wn. App.
174, 887 P.2d 891 (2007), reviewed the role of the HLJ in determining
whether a CON was properly issued. The Court found the HLJ appeared
to have mistakenly considered her role as the “reviewing officer.” This

view was in error, the Court noted, as the Department of Health had

pointed out in its arguments in that case:
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Instead, the HLJ was, as the Department of Health
points out in its brief, the “[p]residing [o]fficer.” Br. of
Resp’t at 2. WAPA provides that a presiding officer may
be an administrative law judge designated by the agency to
make the final decision and enter the final order. RCW
34.05.425(1)(b). And the presiding officer is defined in the
Department of Health administrative code as “the person
who is assigned to conduct an adjudicative hearing” who
“may be an employee of the department who is authorized
to issue a final decision as designee of the secretary.”
WAC 246-10-102. -

The HLJ presiding over a CON adjudicative proceeding is not a reviewing

~ officer but a presiding officer that conducts the hearing de novo:

Furthermore, rather than reviewing the record, the
presiding officer actually takes the evidence, listens to oral
argument, and issues her own findings and conclusions.
RCW 34.05.449(2) and .461(4). The applicable WACs
‘indicate that the presiding officer conducts the hearing de
novo. WAC 246-10-602(2)(a). Thus, the HLJ possesses all
the decision making power; she does not need to rely on
RCW 34.05.464. In other words, she does not need to
substitute her judgment for that of the fact finder; she is the
agency's fact finder.

Id at 182. (Emphasis added.) The analysis of this decision is sound, -
grounded in statute and rules, ;nd should apply equaliy to the case at hand.

'An argument that the administrative law judge (*ALJ”) could not
consider evidence not presented in the staff review record in a CON
proceeding was rejected in Marlboro Park Hosp. v. South Carolina Dep’t
of Health and Environmental Conz‘roll, 595 S.E.2d 851, 853-854 (S.C.
App. 2004). Under a statute similar in many respects‘to Washington’s, a
“staff review hearing” was .held whe_re hospitals argued a proposed

outpatient surgery center would adversely impact their operations, and that
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the need for the center was insufficient. Staff recommended approval of
the CON, and at a subsequeﬁt contested case hearing evidence was
admitted that was not contained in the staff review record. The applicant
appealed the ALJ’s decision that the application did not meet the CON
criteria to a review Board, which concluded that “parties are not allowed
to submit new or additional facts for consideration at the contested case
hearing which were not part of the administrative record at the time -of the
[staff review hearing].” Id. at 578. The court reversed, finding such limits
on the evidence “inconsistent with applicable case law providing a de
novo review for ALJ hearings conducted in a posture similar to that in the
case at bar . . . A trial de novo is one in which the whole case is tried as if
no trial whatsoever had been had in the first instance.” Marlboro Park
Hosp. at 579 (internal qﬁotation marks and citations omitted).”? An
analysis under Washington’s statutory scheme yields a similar result.

Limiting the evidence to the CON Program staff review record is

inconsistent with a de novo hearing.

5. Cases Cited By Appellants to Support Limiting the
Evidence Are Inapposite

Rather than citing any statute or rule to support their proposition
that the record should be “closed” according to dates that precede the
adjudicative hearing, the appellants rely on cases from inapposite contexts.

US West Communications, Inc. v. Wash. Utils. & Transp. Comm'n, 134

2 The legislature has recognized that decisions of courts interpreting similar APA
provisions may be instructive. See RCW 34.05.001.
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Wn.2d 48, 949 P.2d 1321 (1997), involves evidence that post-dated the
hearing before the final agency decisionmaker. UWMC agrees the agency
record must close so the final agency decisionmaker may fender a
decision, but US West provides no support that this date should be before
the final agency decisionmaker even conducts a de novo hearing. The rate
case Old Dominion Elec. Coop. v. Virginia Elec. & Power Co., 377 S.E.2d
422 (Va. 1989) does not bolster appellants’ position. The court found the
- utility did not satisfy the criteria to re-open a record developed after a
hearing where the utility had the benefit of its competitor’s calculations
before the hearing, did not pursue discovery on the issues, and at the
hearing did not cross-examilfle Witn;esses or offer countervailing evidence
as it could have done. Id. at 390. Neither the procedural rules nor the
facts of Old Dominion bear any semblance to the case at hand.

i\Ior it is appropriate to import into CON law the concept of
“vesting” of land use laws as described in Friends of the Law v. King
County, 123 Wn.2d 518, 869 P.2d 1056 (1994). See Appellant
Department of Health Brief at 37. The doctrine of “vesting” is limited to
certain contexts, and Port of Seattle, 151 Wn.2d at 626, demonstrates that

neither the facts nor the law are frozen upon the submission of an

application.
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6. Flawed Policy Arguments Do Not Provide A Basis

: to Substitute a Per Se Rule Excluding Evidence
For the Introduction and Weighing of Evidence
Allowed by the WAPA ' ' ’

Swedish and the Department advance several policy arguments in
support of restricting the evidence according to the timeframe and
submissions in the public input stage. The short answer to these
arguments is that this position is contrary to the clear language of the
WAPA and the Department’s rules. Policy arguments are properly
directed to the Legislature or the Secretary in her rulemaking capacity, not
the court. . However, even when one examines the policy reasons for the
urged evidentiary restrictions, they are not persuasive.

One suggestion is that if an adjudicative proceeding is de novo, a
party would “sandbag” the process by holding back evidence in the initial
CON review process and public hearing. AR Remand 1911. This
rationalization is purely hypothetical and not based on the record. “[I]t is
not clear that this is a problem in practice.” See Port of Seattle, 151
Wn.2d at 599 (responding to a PCHB argument that a de novo hearing
would create a “moving target”). There would be little incentive for an
applicant or affgcted party to withhold evidence that would support its
position at the program level and risk an adverse CON program
evaluation, particularly if the opposing party had the ability to respond in .
full in the adjudicétive proceeding. The more likely scenario is that the
evidentiary restrictions advanced by vSwedish and the Department would
create incentives for “sand bagging.” Without the opportunity for full

cross examination and submission of evidence in the adjudicative
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proceeding, the process and is more susceptible to “gameémanship” at the
public input stage such as a party submitting new theories in a
simultaneous rebuttal submission.

A second proffered policy concern is that allowing new evidence
to be presented at the adjudicative hearing will allow a competing provider
to improve its services in fhe interim. In the mcdical field there are rapid
advances in science and medical technoldgy that cause changes in the
delivery of health care services. To automatically attribute such changes
to a motive to keep a competitof out of the area by adopting a per se rule
that limits evidence to a particular time period would not serve the public
'interest. Applying such a blanket rule would also exclude information
directly relevant to the central CON determinations: whether there was
sufficient need for the proposed facility or service and any adverse
impacts the proposed facility or service would have on the provision of
quality care by existing providers. Indeed, it may be that the need for a
proposed préj ect may increase before a final agency decision due to new
developments such as the spread of disease. The public interest is not well
servedvby .limiting consideration of the relevant evidence in a manner that
thwarts accurate determination of material facts. A “trial-type”
evidentiary proceeding where all parties are permitted to fully address the
factual issues will provide the fullest development of the record. When a
central issue is the validity of projection of future need, the most recent
in_fbrmation will be the most accurate information. Past projections may

have already proven to be inaccurate, yet those past projections will be set
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in stone well before there is any practical need to close the agency
record.”

Every proceeding must have an end pbint, decisions must be made
énd actions taken. But closing the evidentiary record well before that
point in a CON proceeding by establishing an artificial cut-off is contrary
to' common sense and disserves the public interest. The CON law serves
the public interest by ensuring unfettered marketplace competition does
not result-in underutilization of existing services and affect the ability to
" maintain quality, cost effective programs. See St. Joseph Hosp. and
Health Care Center v. Department of Health, 125 Wn.2d 733, 742, 887
P.2d 891 (1995). It does not serve the public interest to maker that
determination on incomplete or outdated information that has not been
subject to a full evidentiary hearing. The time-honored methods to test the
accuracy of evidence include the introduction of e_vidence that is then
subject to cross-examination or analysis through expert testimony, and the

perspective of countervailing evidence.

E. The Superior Court Decision to Set Aside the Agency
Action Rather Than Again Remanding the Matter Was
Correct

When a court reviewing an administrative decision under RCW
34.05.570(3) determines there are grounds for relief, the WAPA provides
the court with a number of options. RCW 34.05.574(1) provides in part:

% For example, in August 2004, Dr. Marks projected that if the increased number of
transplants performed in that year by UWMC were annualized, “UWMC is on track to
perform 168 liver transplants in 2004. CP 421. In fact, 126 were performed that year.
AR 1008.
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In a review under RCW 34.05.570, the court may (a) affirm
the agency action or (b) order an agency to take action
required by law, order an agency to exercise discretion
required by law, set aside agency action, enjoin or stay the
agency action, remand the matter for further proceedlngs
or enter a declaratory judgment order.

Here the superior court determined, based on the unique history and
background in this case, that “the matter will not be remanded again,
instead the Court is setting aside the agency order.” CP 962. A number of

factors support the relief ordered by the supenor court.

1. ~ Swedish and the Department Should Not Be Able
to Argue for A Third Hearing on Remand When
They Invited the Erroneous Evidentiary Ruhngs at
Two Previous Hearings

Swedish and the Department completely failed to assess the

impacts Swedish’s proposed liver transplant 'program would have on

UWMC’s liver transplant fellowship and other training programs, despite
an explicit legislative requirement to do so. This factor alone supports
setting aside the agency action. In most judicial contexts, failure to meet
the burden of production or proof concludes a matter without a remand
that allows the party that had thé burden to try again. The usual
consequence of the failure to meet the party's burden of production or
burden of proof is the dismissal of the suit or the loss of the case. See,

e.g., Sing v. John L. Scott, Inc., 134 Wn.2d 24’K 948 P.2d 816 (1997)

(judgment as a matter of law is appropriate when the court can say there is

no substantial evidence to sustain a verdict for the nonmoving party).
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Nor is this a matter in which .an applicant unfairly must bear the
consequence of another’s actions. Rather, .Swedish and the Department
vigorously objected when UWMC attempted to.introduce evidence on this
very question. Appendix of Record, Ex. F; AR 3504-3506 and 4063-
4071. In these circumstances, “a sound analogy can be drawn from the
doctrine—.oféfited error.” See Graham v. Graham, 41 Wn.2d 845, 252
P.2d 313 (1953). A pafty should not be entitled to a remand to meet an
unmet evidentiary burden when that party not only failed to introduce such
evidence at the first hearing and the second hearing on remand, but also
actively objected to the opposing party’s introduction of such evidence.
Claiming that another remand must be ordered to allow thé taking of
evidence that was improperly excluded is akin to a party claiming error
because admissible evidence was excluded at that same party’s request.
See McLeod v. Keith, 69 Wn.2d 201, 203, 417 P.2d 861 (1966) (appellant
could not assign error to trial court’s failure to admit evidence of vthe
surrounding circumstances and conduct of the parties, claiming that this
was essential to a construction of the contract, when appellant's attorney
objected when respondent sought to introduce such evidence), citing
Barash v. Robinson, 142 Wash. 118, 123, 252 P. 680 (1927) (defendant
could not complain that plaintiff had fai_led to prove harm for purposes of
injunction when, after plaintiff proposed to show loss sustained, defendant
- objected and the trial court sustained the objection). By ‘;sound analogy,”
Graham, 41 Wn.2d at 851, the WAPA should not require a remand in all

circumstances, giving a party the opportunity to make omissions in proof
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and advocate erroneous evideﬁtiary rulings with no consequences because
it would have another chance at another hearing.

Swedish failed to meet its burden in assessing the impacts of its
CON application on liver transplant training programs. Swedish
repeatedly urged the evidentiary restrictions that were in error. If Swedish
chooses, it may submit a new CON application. The WAPA does not
require a remand in these circumstances, giving a party the opportunity to
make omissions and advocate erroneous evidentiary rulings with no
consequences, knowing it would always have another chance on remand.
If a party could escépe the consequences of its failure to meet the burden
of proof through an endless round of remands, there would be no

disincentive to arguing for the most limited admission of evidence by the

party’s opponent.
C 2. ‘ A Second Remand Would Not Be in the Public

Interest, Particularly Where Swedish May Submit
a New CON Application. ,

The factors ‘that make reversal rather than remand an appropriate
remedy in this case are similar in many respects to the factors present in
Weyerhaeuser v. Pierce County, 124 Wn.2d 26, 873 P.2d 498 (1994),
which found invalidation of a permit rather than remand was the
appropriate remedy. The Court upheld a trial court decision invalidating a
conditional use permit granted after a county couhcil’s approval of a
hearing examiner;s decision. The Supreme Court agreed with the trial

court that the hearing examiner should have allowed cross examination of
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the county staff, that the envirOnmental impact statement was “inadequate
as a matter of law,” and that the county’s solid waste management plan
“contains mandatory criteria which musf be met, but this record does not
establish whether those criteria have been met.” Id. ét 28-29. The permit
applicant argued the remedy should be remand rather than reversal. The
applicant was not foreclosed from submitting a new application, just as
Swedish is not precluded from submitting a new CON application. The
permit applicant argued “it would be manifestly unjust anci inefficient to
reverse the entire case and thereby force the parties to spend significant
time and financial resources ’repeating what has already been done.”
Reply Brief of Appellants Land Recdvery, Inc. and Resource Investments,
Inc. at 20, ﬁléd in Weyerhaeuser v. Pierce County, 1993 WL 13156758.

The Supreme Court noted:

The parties dispute whether this conclusion requires that
the decision be reversed, or whether remand for correction -
of errors is appropriate. However, this case involves more
than just inadequate findings and conclusions. We have
held that the opportunity for oral cross examination of the
county staff must be provided, and, as explained below,
additional errors of law require reversal of the decision.

Weyerhaeuser, 124 Wn.2d at 37. Thus, the Court reversed the conditional

| use permit. Id. at47. .
The central issues in the case at hand relate to the future: whether
there will be “sufficient patient volume to optimize provider effectiveness,
quality of service, and improved outcomes of care,” see RCW

70.38.025(14), and the impact of a new program “on existing and
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proposed institutional training programs.”  RCW 70.38.115(2)(d)
(emphasis added). Critical to these issues are transplant volumes and
whether the reality will match the projections that are based on
assumptions such as the availability of livers through expanded use of
alternative procedures. This focus is quite different from the rulings that
have characterized this proceeding, which have attempted to freeze the
evidence at a point in the past. Given the purposes of the CON law and
the opportunity Swedish has to submit a new CON application, the public

interest is best served by setting aside the agency decision.

VII. CONCLUSION

The superior court correctly concluded there were grounds to grant
relief from the agency order and the relief ordered is appropriate to -
address the unique facts of this case. The Court should affirm the supérior

court's order.

RESPECTFULLY SUBMITTED this 2™ day of January, 2008. |
BENEDICT GARRATT

POND & PIERCE, PLLC <
= Jl
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Narda Pierce, WSBA #10923
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STATE OF WASHINGTON
 DEPARTMENT OF HEALTH
ADJUDICATIVE SERVICE UNIT _

In Re:' Certificate of Need Application of: Docket No. 04-07-C-2005CN

.
- SWEDISH MEDICAL CENTER .) . FINAL ORDER ON.REMAND
L ) ' AFFIRMING FINDINGS OF FACT, '
) CONCLUSIONS OF LAW AND
) FINAL ORDER DATED |
)  AUGUST 23, 2005
;A
APPEARANCES:

Petltloner Unlversrty of Washmgton Medical Center by

. Benedict & Garratt; PLLC, per :
_Kathleen Benedict and Sally Garratt, Attomeys atLaw .

.. Intervener, Swedrsh Medical Center, by

'Dorsey & Whitney, LLP, per
Peter Ehrlrchman and Brian- Gnmm Attomeys at Law '

Respondent Department of Health Certificate of Need Program by

- Office of the-Attomey General, per
‘Richard A. McCartan Asmstant Attomey General

- -PRESIDING OFFICER Zrmmle Caner Health Law Judge

Pursuant to a remand order |ssued by Thurston County Supenor Court a hearing -

was’ held on Jurie 6, 2006 The August 23, 2003 Flndlngs of Fact, Conclusrons of Law . ~ o

_ and‘ Final Order is affirmed.

A PROCEDURAL BACKGROUND
1.1 On June 11, 2003 Swedish Medical Center (Swedlsh) submltted its
application to the Department of Health Certificate of Need Program s (ngram) for_a

liver transplant program. The University of .Washi‘ngto'n Medical Center’s (University)
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requested a copy of the appllcatlon and any other rnformatlon submltted to Program -
regarding the Swedish appllcatlon

1.2 On July 30, 2003 the Unrversnty requested a publro heanng regardlng

Swedish’s appllcatron Pnor to and during the publrc heanng, the Unrversrty and other

interested partnes submrtted wntten comments and documents regardmg the Swedlsh
applrcatlon During the November 6, 2003 public heanng, the Unrversrty and Swedlsh

presented testlmony and documents On November 24, 2003, pursuant to

' WAC 246- 310 160(1 )(a) the Unrversrty and Swedlsh submrtted rebuttal documents to

| o -oral and wntten information submrtted during the public heanng Swedlsh raised a new . "

theory wrthrn its rebuttal statement regardmg patrents fallmg through the cracks On |

,November 24 2003 the rebuttal period ended and Program closed the penod for

' Apubllc/party mput

1.3 On June 30, 2004 Program lssued Swedlsh a CN fo establrsh a liver

L transplant program for adult patrents Pursuant to RCW 70 38. 115(1 0) the UnlverS|ty

fi Ied a request for an adjudlcatlve proceedlng protesttng the i rssuance of this CN 1

1 4. Dunng the January 25, 26, 27, February 3 and 4, 2005 admlnrstratrve

o heanng before a Health Law Judge (HLJ) the Unwersrty presented the testtmony of six

" physrcrans a health care consultant and a staff member with United Network for: Organ

! Pnor to the adjudicative appeal the Umversnty partlmpated in the admrnrstratrve applrcatron review
process as an “affected party” (defi ned in WAC 246-130-010) contestrng Swedrsh s appllcatron for a liver

transplant program CN.
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Sharlng.z Swedish presented the testimony of five physicians, the Program analyst

and the Program manager. Eleven exhrblts were admitted two of which included a copy

~of Program S 1 548 page administrative record (AR) and the transcnpt of the publlc

hearing regardrng Programs revrew of the Swedish appllcatron

i

1.5-  During the 2005 adjudrcatrve proceeding, the HLJ.concluded that the

Umversrty failed to exhaust its admlnlstratlve remedles by its failure to request

; reconsrderatlon of Program s decision; and that reconsrderatlon was the appropriate
_ procedure fo submlt addltlonal facts and datain respond to Swedlsh s November 2003

‘rebuttal statement As a result the HLJ sustalned objections regardlng the

presentation of facts and data that were not a part of the admmlstratrve record. Dunng

the 2005 admlnlstratrve heanng,- the UmverSIty made an offer of-proof in the forrn of the

_'proposed exhrblts Swedish made a respondlng offer of proof.

. -1.6 On August 23 2005, the HLJ |ssued Fmdlngs of Fact Conclusrons of

Law and Fmal Order (Fmal Order) that affi m1ed Program s approval of Swedlsh s CN

: apphcatlon for a llver transplant program The HLJ concluded that even if the offers of

: proof were admrtted as evrdence the fi ndlngs of factin the Flnal Order would not -

2 The University's expert W|tnesses dlsagreed with Swedish's theory that patlents are falling through the

_ cracks and that Swedish'’s proposed liver transplant program is needed.

3 Within 28 days of the Program’s decision, any interested or affected person may, for good cause shown,

-request a public hearing for the purpase of reconsideration” of the decision an a certificate of need

application. WAC 246-310-560(1). Good cause for a reconsrderatlon hearing include but is not limited to: -
(i) Significant relevant information not previously considered by the department which, with )
reasonable diligence, could not have been presented before the department made its decision; ..(iii)
Evidence the department materially falled to follow adopted procedures in reaching a decrsron '

. WAC 246-310-560(2)(b).

The HLJ concluded in Prehearing Order No 4 that subsections (i) and (iii) encompass the Unrversrtys
arguments for a remand and additional hearing; and that the reconsideration procedure is maore efficient
for all parties consuming less time and expense than pursuing a remand through an adjudicative. appeal.
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'substantlally change, and the conclusrons of Iaw and order would not be modified.
The Unrversnty appealed this Final Order to Thurston County Supenor Court |

1.7 - On January 13 2006, Superior Court Judge Gary R. Tabor held that the
HLJ erred Judge Tabor held that the University did not lose lts right to present

additional evidence in response to Swedish’s rebuttal at the adjudacatlve proceedlng by

. falhng to request reconaderataon of Program s decision. In his remand order Judge

~ Tabor outlined the scope of the remand:

: (5) The offer of proof submitted in the: admlnlstratlve proceeding
. below informed the court of the substance of the excluded
‘testimony but does not -go into sufficient detail to substitute for the
testimony itself. Therefore, the administrative. proceedrng must be
‘reopened’ in order to receive the mfonnatlon in the form' of
' _addltlonal testlmony : -

1.8 During a March 2006 status conference and in Post-Heanng Order No 1,

the HLJ ruled ‘that the evndence Wl|| be presented in the following order dunng» the

- ‘remand hea'ringj |

1 The University ‘may submit evudence in response fo the. Swedrshs
" November 24, 2003 Rebuttal Statement that was submitted to, Program

2. Swedrsh.may submit ewde‘nce in respon.se ‘o the Umver,s:ty’s evrdence
admitted during the remand 'hearing '

3 The UnlverSlty may submlt ev:dence in response to Swedlsh s evrdence '
‘ admrtted dunng the remand heanng

. *The Umversﬁy was not limited to oral testrmony although such a llmltatlon could have been lssued

gursuant to paragraph 5:of Judge Tabor's remand order.

~The Program did not request the opportunity to present any evidence

' FINAL ORDER ON REMAND
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1.9 Under the Washmgton Administrative Procedures Act (APA) chapter |

- 34, 05 RCW a HLJ shall provnde parties an opportunlty fo present evrdence to the extent

’ ' ,. necessary for full disclosure of.all the relevant facts and issues. RCW 34.05.449(2)._

The HLJs shal! regulate the course of the proceedtngs in conformity with applicable

rules and the prehearing order if any. RCW 34.05.449(1). In doing.so the HLJ may

‘ restnct a party’s opportumty to present evrdence RCW 34.05.449.

1.10 Dunng the March 2006 status conference and in Post Heanng order No 1,-

‘ the HLJ set a May 5, 2006 deadhne for the filing of wrtness Iasts and proposed exhlblts
and hmrted the evidence to lnformatlon that relies on factsand data that existed asof
_December 31, 2003.7 This date is approximately five weeks after the rebuttal
' statements were submitted to Program; and five weeke- after _Prooram' “c_loeed’f the

-public input etage pnrsuant to WAC 246-31 0-160. The pub'lic input stage is closed eo

Proo‘ra'm“~may review and analyze an abplicati‘on with alll the info_nnation that' the

- applicant, interested parties and the public deem relevant and sUbrnit {o. Program.e

" 111 The December 31; 2003 date was selected by the HLJ because it - - "

' pro\.{ided the University with an opportunity to respond to_the new theory raisedin =

® Evidence that is not submitted in advance as ordered by the presiding. officer should not be admltted in -

- the-absence of a “clear: showmg that the offering party has good cause for his or her failure to produce the

evidence sooner, unless it is submitted for impeachment purposes™. WAC 10-08- 140(2)(a),(b). The

- purpose. .of the deadline is to provide the parties with sufficient time to prepare for hearing.

During a May 18, 2006 prehearing conference, the HLJ granted the. University a May 18th extension of

time to submlt addrtlonal exhibits that were not filed by the May 5" deadline. The parties were also

granted a May 22™ extension of time to present redacted versions of timely filed exhibits (redacting the -

~ post 2003 data). The University did not provide good cause for its failure to file 2 number of its proposed

exhlblts by the extended deadline.
The remand order did not address whether facts and data that did not exnst at the time of Program's

record “closure” should be admitted during the remand adjudicative proceedlng

FINAL ORDER ON REMAND
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- Swedish’s November 2003 rebuttal stafsment, and at the same time set a reasonable

_ date that does not deviate unnecessary'far from the closure of the public input stage of

the admlnlstratrve record lf no date was set as the Umversnty requested new

information could be submitted that did not exist at the trme the Program made its

: decrsron Such a ruling could result in a revolving door of litigation with addltlonal ;

lnfonnatlon submitted for the first time dunng the adJudlcatlve and judicial stages As a

result, applicants and/or interested parties may tactically benefit fro.m postponing the

submission of additional facts until the adjudicative or judicial stages. This may be of

'spe’cial ad\/antage when the interested party is a potential_.comoetitor who may want
- additional time to change the manner in which' it;provi_des,health care. Closureis =
) .n»eeded so a revolving door of delayed resoonses does not unreasonable draw out the
. process. Late’_presentation'of‘facts and data would result in,~_'a‘n' increa'se_'number of_

" ) appea!s'/remands' and.‘deiays in the resolution of 'CN-app‘eals' 'Th'e‘ purpose- of CN

adjudlcatlve appeals is not fo supplant the certifi cate of need appllcatlon rewew process

but to assure that the procedural and substantlve nghts of the parties were observed
.and that_ the factual record supports Pro.gram s analysxs and .dec:sto_n. The December

31, 2003 cut off date for evidence during the remand hearing is reasonable'and'

consistent with the facts at hand and the CN regulatory framework.*°

: ¢ See page 8 Prehearing Order No 6, Order on Motion for Partial Summary Judgment in re the
Certification of Need Application of Ear, Nose, Throat and Plastic Surgery Association, Inc., Docket No

00-09-C-1027CN.
% The CN applicant has the burden to provide lnformatuon necessary to grant the requested CN. WAC

246-310-090. Interested parties may comment on the application and parties may provide rebuttal -
mformatlon WAC 246-310-060, -180. Program shall complete its ﬁnal review and make its decision on

- FINAL ORDER ON REMAND
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2006

l. REMAND HEARING

21 The remand hearing was scheduled for-a.three day hearing on June 6-8,

¢

22 OnJune 6" the University rested after presenting its &xhibits and the :

| testlmony of Robert Canthers M.D. and James Perklns M.D. Their testlmony was

extremely Ilmlted because they stated that they could not dlspute the new theory ralsed

in the November 2003 ‘Swed_ls.h Arebuttal without post 2003 facts and- data.

2.3 None of the Un.iversityis proposed exhibits 'Were admitted because they -

were not timely filed,"" cdntained_pqsf 2003 facte and data, and/or lacked proper | .

_fOundatiqn.

24 -SWedish did mot present any rebutfal evidence due to the limited evidence

,presented by the UmverSIty

25 The part:es submltted closmg arguments through bnefs '

M

 the apphcatlon within 45 days of the end of the public comment period, unless the- publlc comment period
. is extended in accordance with the rules.. WAC.246-310-160. A party may request reconsideration of the
© program’s decision. WAC 246-310-560. Program’s decision to grant or deny an application for a CN:

must be in writing and include the findings that are the basis of Program s decision. WAC 246—31 0-
490(1)
' The -University argues in its closing brief. that deadlines are.not applied in other CN adjudicative

-proceedings to preclude exhibits, and therefore the University is not bemg fairly treated. This is not true.

This HLJ rejects exhibits that are not timely filed by deadlines set in prehearing orders when a party

" objects to the admissjon of the untimely-identified exhibit. These deadlmes would be meaningless unless

so-applied, and the failure to-reject untlmely identified exhlblts would place the complying party at a
strategac dlsadvantage

FINAL ORDER ON REMAND
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I ORDER
The August 23, 2005 Findings of Fact Conclusions of Law and Flnal Order that
aff rmed Program’s issuance of Swedlsh s CN for a liver transplant facnhty is
AFFIRMED.
Dated this ﬁ day of August 2006. -

—

ZIRIMIE. CANER, Health Law Judge 3
Presndmg Off' ice

NOTICE TO PARTIES

Elther Party may. fi t" le a petition for reconS|derat|on RCW 34.05. 461(3)

'34.05.470. The: petltlon must be filed wnthm 10 days of service of this Order with:

Adjudicative Servnce Unlt
o PO Box47879 :
: ‘Olympla, WA 98504-7879

and a copy must be sent to:

Certlf cate of Need Program
L . PO Box47852
"- | Olympia, WA 98504-7852

I

The petltlon must state the specific grounds upon which recon3|derat|on is. requested
-and the relief requested. The petition for reconsideration is considered denied 20 days’
" after the’ petition is filed-if the Adjudlcatlve Service Unit has not responded to the petition
or served wntten notlce of the date by whuch action will be taken on the petition,

A petition for jUdlCtal review must be filed and served W|th|n 30 days after service
of this order. ‘RCW 34.05.542. The.procedures are identified iri chapter 34.05 RCW,

- Part V, Judicial Review and Civil Enforcement. A petition for reconsideration is not

requ1red before seekmg judicial review. [f a petition for recons;deratlon is filed,

FINAL ORDER ON REMAND
AFFIRMING FINDINGS OF FACT,
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RCW 34.05.470(3). - o

_however, the 30-day period will begin to run upon thé_ fesolution of thatpetitioh.

The order remains in effect even if'a petition fdr reconsideration or petition "for.

review is filed. “Filing” means actual receipt of the document

Service Unit.’ RCW 34.05.010(6). This Order was “served” uj

deposited in the United States mail. RCW 34.05.010(19).

FINAL ORDER ON REMAND
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CONCLUSIONS OF LAW AND

FINAL ORDER DATED .

AUGUST 23,2005 . Page 9of 9

Docket No. 04-07-C-2005CN

by the Adjudicative
pon you on the day it was

Cohap ]
(W
i vu\_
(2

"t
o



EXHIBIT B



STATE OF WASHINGTON
DEPARTMENT OF HEALTH
ADJUDICATIVE SERVICE UNIT

Inre Certifi’cate of Need Application of: ) Docket No. 04-07-C-2005CN
\ ,
SWEDISH MEDICAL CENTER, ) POST-HEARING ORDER NO. 1:
‘ . ) SCHEDULING ORDER PURSUANT
Applicant. )  TO SUPERIOR COURT REMAND
‘ ) (Corrects March 30, 2006 Order)

APPEARANCES:
Petitioner, University of Washington Medical Center, by
Benedict & Garratt, per
Kathleen Benedict and Sally Garratt, Attorneys at Law
" Intervener, Swedish Medical Center, by |
Dorsey & Whitney, per S
Brian Grimm and Peter Ehrlichman, Atiorneys at Law
Respondent, Department of Health Certificate of Need Program, by
- The Office of the Attorney General, per .
Richard McCartan, Assistant Attorney General
On March 16 and 22, 2006, status conferences were held to discuss the nature,
scope, and schedule of the above en_titled c_éSe in light of Superier Court Judge Tabor's
remand order. The following schedUle was set pursuant to his order after the Health |
Law Judge reviewed the parties’ briefs addressing the scope and procedure of this
remand. | |
Judge Tabor granted the University of Washington's (the University) request that
new evidence may be submitted but not at the superior court level. Judge Tabor
remanded the case to the Department of Health for the submission of additional
evidence regarding the University’s response to Swedish’s Rebuttal Statement

submitted to the Certificate of Need Program (the Program) on November 24, 2003.

CORRECTED POST-HEARING ORDER NO. 1:
SCHEDULING ORDER PURSUANT i :
TO-SUPERIOR COURT REMAND Page 1 of 4
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Judge Tabor ruled that the University “was not required to request reconsideration” of
the Program’s’ decision prior to offering additional evidence in response to new
_information contained in Swedish's November 2003 Rebuttal Staterment. In his remand
order, Judge Tabor ines the Health Léw Judge the discretion td hear the evidence or |
femand the case to the Program “to hear the information and take the additional
testimony.” In his oral ruling, Judge Tabor made it clear'that he finds that the Health
Law Judge has the authority to hear the evidence on remand: |

| think that the administrative judge had the power to hear the information‘

herself had she chosen to do so. So I'm going to remand this and the

administrative judge can decide whether or not he or she is going to hear
the information, take the additional testimony themselves, or remand it to

the Department. |

During the 2005 administrative hearing, the Health Law Judge did not
allow the University to present evidence in response the Swedish’s November
2003 Rebuttal Statement, because the University failed to file a request for
reconsideration with the Program. The Health Law Judge‘did berm it the
University to make an offer of proof. Judge Tabor stated in his order t_hat:

(5) The offer of proof submitted in the administrative proceeding

below informed the court of the substance of the excluded

~ testimony but does not go into sufficient detail to substitute for the
testimony itself. Therefore, the administrative proceeding must be

reopened in order to receive the information in the form of
additional testimony. .

~ In light of Judge Tabor's oral rulings and written order, the new evidence will

be admitted at the adjudicative level, and the case will not be remanded to

- M

I
COHRECTED POST-HEARING ORDER NO. 1:
- SCHEDULING ORDER PURSUANT
TO SUPERIOR COURT REMAND Page 2 of 4
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Program.” On remand the University and Swedish will be permitted to
pres'ent evidence in the following order:

1. University may submit evidence in response to the Swedish’s November
24,2003 Rebuttal Statement submitted to Program.

2. Swedish may submit evidence in rebuttal to evidence submitted by the
University in response to the Swedish Rebuttal Statement. Swedish will
not be permitted to present evidence in response to the University’s
Rebuttal Statement submitted to Program on November 24, 2003,
because Swedish did not raise this issue at the adjudicative or supenor
court level.

3. University may submlt evidence in rebuttal to the evidence submitted by Swedlsh
iin its response.

Program did not request the oppérfurﬁty to present any evidence, jbutlthe opportunity
to submit a response to the new evidence in the form of a cl'osin_g brief aftér Swedish
, and.the University filed their élosing brief. Program’s reqUest"fhat it be permittéd to file
its closing brief after Swediéh‘énd the University was denied. Program failed to preéent
adequate grounds upon which it should be provided _that advantage‘ over the Uﬁiversity
and Swedish. | | |

| Any evidence submitted by fhe University or Swedish shall be limited to
evidénce that existed as of December 31, 2003, which is approximately one
month after program closed the record. |
The case on remand from Suberior Court is scheduled és follows:

Witness lists and proposed exhibits must be filed and served no later than

May 5, 2006.

! The parties submitted briefs addressing the nature of the remand, and proposed how the remand should
proceed. The University argued for a remand to Program for the submission of new evidence and for a
public hearing. Program and Swedish argued that the evidence should be admltted at the adjudlcatlve

level.
CORRECTED POST-HEARING ORDER NO. 1:

SCHEDULING ORDER PURSUANT
TO SUPERIOR COURT REMAND Page 3 of 4
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Motions rﬁust be filed and served no later than May 10, 2006. Any
response must be filed and served ﬁo later thén May 17, v2006 and replies no
later than May 19, 2006.

| | Prehearing statements must be filed and served no later than May 15,
. 2006. The prehearing conference shall be held at 11:00 a.m. on May 18, 2006.

If a party orin'ten)ener chooses to file a. hearing brief, the brief must be
filed and served no later than May 31, 2006. | |

The hearing shall be held June 5-9, 2006, in Kent, Washington.

Closing argumént may be made at the end of the hearing or by brief.

- Closing briefs must be fil_.ed‘ and sevrved no later than June 16, 2006, and

responsive closmg briefs-no later than June 23, 2006.

1' N

Dated this_-_day of Apnl 2006

: f:h B SO R
ZWWIIE ‘9ANER Health Law Judge
Presndmg Officer ,

DECILARATION OF SERVICE BY MAIL .

| declare that today | served a copy of this document upon the following parties of record:

KATHLEEN BENEDICT, SALLY GARRATT, BRIAN GRIMM. AND PETER EHRLICHMAN; ATTORNEYS AT LAW AND -
RICHARD MCCARTAN AND PAMELA ANDERSON, ASSISTANT ATTORNEYS GENERAL ,

by mailing a copy properly addressed with postage prepaid.
DATED AT OLYMPIA, WASHINGTON THIS LZ DAY OF APRIL 2006,

cc: _JANIS SIGMAN

CORRECTED POST-HEARING ORDER NO. 1:
SCHEDULING ORDER PURSUANT
TO SUPERIOR COURT REMAND Page 4 of 4
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EXHIBIT C



In Re: Certificate of Need Application of:

. STATE OF WASHINGTON
DEPARTMENT OF HEALTH
ADJUDICATIVE SERVICE UNIT

Docket No. 04-07-C-2005CN

CONCLUSIONS OF LAW,

AND FINAL ORDER

)

| : - ) FINDINGS OF FACT,
 SWEDISH MEDICAL CENTER )
. T . )
)

" APPEARANCES:

Petitioner, University. of Washlngton Medlcal Center by
- Kathleen D..Benedict, PLLC, per
Kathleen D Benedict, Attomey at Law

| Intervener, Swedish Medical.Center, by - '
Bennett, Bigelow & Leedom, per
'Stephenl Pentz, Attomey at Law

: Respondent Department of Health Certifi cate of Need Program by

.The Office of the Attorney General, per -
: Rlchard A. McCartan, Assrstant Attomey General

PRESIDING OFFICER Zrmmle Caner Health Law Judge

, ThlS is the Un:verSIty of Washlngton Medlcal Center's (the UnrverSIty) appeal of
the Department of Health Certificate of Need Program'’s (the Program) issuance of a
certificate of need (CON) to Swedlsh Medical Center (Swedlsh) for a liver transplant

: . program Program Afﬁrmed

ISSUES

1. Whether Swedlsh s appllcatlon contains sufficient information_
demonstrating that it meets all applicable, criteria for a liver transplant program CON
-

2. Whether the Program s written analysis contams sufficient mformatlon that

-supports its decision to issue the Swedish liver transplant program CON.

3.. Whethera preponderance of evrdence supports the UnlverSIty s appeal;
that the Swedish CON application does not met the requisite CON criteria, and/or the
Program’s written analysis does not support the issuance of the Swedish CON.

" FINDINGS OF FACT, -
. CONCLUSIONS OF LAW,

AND F DER - Page 10f26 .
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HEARING

Dunng the hearing on January 25, 26, 27, February 3 and 4 2005, Swedish

presented the testimony of Randall Huyck, CON Program Analyst, Janis Sigman, CON

Program Manager, William Marks, M.D., Swedish’s Director of Organ Transplant
Program and Director of Life Center Northwest Rolland Dickson, M.D., Mayo
Jacksonville Clinic Director of Transplantation Research, Marquis Hart M.D., Unrvers;ty
of California San Diego Director of Transplant Program, -and Charles M Mlller M.D.,
Cleveland Clinic Foundation Transplant Program Director.

The University presented the testimony of: Robert Carithers, M D., Umversrtys
Vice Chairman for the Department of Surgery, Jorge Reyes, M.D. UnrverSIty s Division
Chief of Transplant Surgery, James Perkins, M.D., the University's Vice Chairman of the

Department of Surgery, John.Hamm, M.D. Oregon Health & Sciences University

Division Chief of Liver and Pancreas: Transplantatlon Amadeo Marcos, M.D.,

‘University of Pittsburgh Transplant Surgery Division Chief, John Fung, M.D., Cleveland

Clinic Foundation General Surgery Department Chairmian and Transplant Center
Director, Sally Aungier, United Network for Organ Shanng (UNOS) Member Serwces
Manager and Jody Corona, Health Caré Consultant

A copy of the Program s 1, 548 page admlmstratlve record (AR) regardlng the
Program'’s review ‘of the Swedish CON application was admitted as Exhibit 1. Exhlblts 2

through 10 were admrtted during the hearing.

Pursuant to an agreement of the partles during the heanng, the November 6
2003-administrative public hearing tapes were transcribed.- The transcript was filed and"
admitted as Exhibit 11 on March 15, 2005 This transcnpt isa part of the administrative

record

Closmg arguments were presented through briefs. The final brief was filed on

+ May 3, 2005. Due to conflicts in schedule, the Health Law Judge lSSUGd an order

extendlng the ttme to lssue the final order.

'OFFERS OF PROOF

The Unrvers:ty filed an offer of proof fi led on February 18, 2005 and Swedlsh filed
a respondlng offer of proof on March 4, 2005." Pursuant to an oral ruling during the

Dunng the heanng, the University moved for reoonsnderatton of the rullng in Prehearing Order N,o. 4
regarding the admission of new evidénce that,is not d part of the administrative record. The

.. administrative record was closed on November 24, 2003. After consideration of the University’s brief in

support of its motion for reconsideration and after consideration of the parties' oral argumernit, the Health
Law Judge denied the motion on the record.. The various procedural options for offer of proof were -
discussed durmg the hearing, and the parties decnded to file written offers of proof pursuant to deadllnes

~ -set forth by the Health Law Judge.
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hearing and pursuant to Prehearing Order No. 4 regarding the closure of the
administrative record, the offers of proof are rejected. Even if the offers of proof were
admitted, the findings of fact in this order would not substantially change, and the
conclusions of law and order would-not be modified as a result the consideration of the

offers of proof.
- 1. FINDINGS OF FACT
1..1 Swedish applled _to the ,Program fora CON to establish an adult liver
transplant program‘that would provide liver transplant sen/ices including pre- |
screenrng/testmg, complete inpatient care and follow—up treatment The Swedrsh
program would be located in Seattle Washrngton where the Unlversrty s existing

transplant program is located. The Program granted S»wedrsh a liver transplant program

“CON. 'l_'_he Universlty tscon_te'sting the Program'’s decision to granf the 'CON.

1.2 The Program's written analysis addressed 'the CON criteria regardingv

‘need”, ' "Fnancral feasibility”, structure and process (qualrty) of care” and “cost -
‘.contalnment” that support the i rssuance of the Swedish CON The “need" analysrs _
' addresses access:blllty of Irver transplant care from the Unrversrty and the potentral
g adverse effects a Swedlsh fiver transplant program would have on the Unrversrty’s
f .cllnlcal tralnrng and research programs

‘ “Need” '

.1 ._3 The UnrverSIty provrdes adult liver transplant services and Chrldren s

Reglonal Hospltal & Medical. Center prowdes pedratnc liver. transplant servrces These

-~ facilities work together to coordinate split llver'or cut down liver procedures involving

2 AR 771-780.
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both adult and pediatn'cpatlents. The Unlversrty is the only facility provrdmg adult fiver
transplant services to patients in Washrngton Wyomlng, Alaska Montana and Idaho

(WWAMI) who do not séek treatment elsewhere The Unrversrty is an institution with a

“good reputation regarding the treatment of patients and the education of medical

-students and tellows. But, a corn_par_ison of statistics regarding population, liver.

disease/death and transplant rates of the Universltyl to other programs indicates that the -

Un’l\iersity is not meeting the needs of Washington or WWAMI region.

1.4 'The'allocation' of donor livers is based upon the severity of the illness.

The statlstlcal analys:s demonstrates that the Unrversrty has failed to provnde liver

transplant services t0' a sufﬁci’ent number of sicker patient's, or t_ransplant a sUfﬁcient

total nomber of patients. These shortcomings are _particularly apparent when the

Uni.vereity's statistics are compared with similar regions and the University's peer liver

transpljant"programs.5 There is a'need for a second facility in this service area to serve:

. those qualified patients who are not wait-listed or t_ransplanted- by the lJ,niverslty.‘

3 There are basrcally four liver tranisplant procedures; donor liver transplant a cut down dorior liver

‘ ‘transplant to fit into a smaller patient, a-split donor liver transplant into-two patients-and live donor

transplant, a portion of live donor’s liver is transplanted into a patient. The later procedure places a
healthy donor at risk, and therefore is done less frequently. The live donor procedure requires two

_surgical teams, one for the donor and one for the recipient patient, therefore a new program such as
- - Swedish's would not only lack the experience but the staffing levels to conduct such a procedure. ‘It was

unclear from the evidence how long before Swedish wouid perform live donor transplants. The UnlverSIty
has only performed one live donor transplant

* Some Washington patients seek treatment from Oregon Health & Sciences Umversrty in Portland for
insurance or veteran benefit coverage or because they live close to Portland in southwest Washington.

- WWAMI patlents may also seek treatment elsewhere to be close to famﬂy/fnends for benefit coverage, or

because other facilities have less conservative wait list selection criteria and/or transplantation protocols
related to the acceptance of donor livers and matching patients to donor livers. )

® Peer programs are those with similar size, quality of care and are servmg a smrlar patlent
population/market. AR 605, 613-622.
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1.5  The allocation of dvonor liversis a cn'tical factorin the needs analysis for.
Washlngton and WWAMI. To understand the lmportance of the s:ckest t" rst treatment -
standard for liver transplantation and donor liver allocation, one needs to understand its
brlef history. Prior to the exrstlng donor liver allocation system, donor llvers were

allocated by length of time that a patlent S-name was on a wait list. Some patients were

placed on 'Waiting lists before they were very sick or hefore they needed a transplant
'resultrng in healthier patlents receiving transplants first. Asa result some srcker wait list

patlents with. a shorter wait list time were dymg unnecessanly

1.6 To solve this problem the lnstltute of Medicine recommended in 1999 that

liver allocatlon could be 1mproved with a new allocation system that focuses on the |

‘ seventy of the patient's rllness rather than patlent's walt list tlme ln response to thls .

| recommendatlon the Department of Health & Human Services created the Organ

Procurement and Transplantatron Network (OPTN) toi lmprove donor organ

procurement and to assure fair distribution of organs, pnmanly based upon medlcal

' urgency OPTN awarded the contract to establish the allocatlon system and a

'-sc1entlfrc registry to United Network for Organ Shanng (UNOS)

New aIIocatron system: Model for End-Stage Lrver Disease (MELD)
_ f 1.7 In February 2002 after careful evaluatlon and studies predlctmg mortallty ,
related to liver disease, UNOS adopted the Model for End Stage Liver Dlsease (MELD).

The MELD system is an evidence based system relyrng on objectlve lab test results

®AR 734, |
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rather than subjective findings.” This system satisfied the recommendation made by the

Institufe of Medicine and the Department of Health and Human Services that
emphasizes disease severlty rather than time on wait lists.®
1.8 . The MELD system generally dictates that the sickest patients on the wait

lists-are transplanted first, unless the patient's cendition deteriorates so mueh that it-is

- highly likely the patient will die even with a transbla‘nt. The transplant program such as
' the University makes that decision and removes those patients from its list.® The

_question in the case at hand is whether the University is treating/placing the sickest

patients on'its wait list 'or' is it to some degree' “cherry picking” its patlents and donor
llvers? To answer this questlon one must understand the MELD allocation system
1.9 The MELD system of allocatlon is divided into six basic levels pursuant to

the severity-of the lllness (mortality risk) and the location of the petient in relation to the

. donated liver. In an ettempt to maintain fair, cu’rre_ht and accurate information
' re_gal'ding the patient’s life expectancy'without a transplant the MELD system requi’r,es -

' 'regula’r reassessment' of patlent's The reassessment is completed by a revnew of the

patlent s new lab test results that may result ina new MELD score and a new. place on

7 The lab test results used to help calculate the MELD score are the values for Creatinine (kldney

functlon) Bilirubin (liver's bile secretion functlon) and IRN (llver s blood clotting functlon)

‘ AR 737 and 560.

’ AR 560. :
L Six MELD levels of mortality risk: 1. local “Status 1" patlents thh a life expectancy less than 7 days

without transplant, 2. regional “Status 1” patients, 3. local patients in descending order of mortality risk

. scores, the probability of pre-transplant death, 4. regional patlents in descending order of mortality risk
‘scores, 5. national "Status 1" patients, and 6. national patients-in descending order of mortality risk status..

AR 560.
" The MELD mortallty risk status is divided into five tiers for reassessment and transplant priority

purposes: 1. Status 1 patients are reassessed.every 7 days, 2. Patients with'a MELD score 25 or greater
are reassessed every 7 days, 3. Patients with a MELD score between 24-18 are reassessed every

‘month, 4. Patients with MELD scores between 18-11 are reassessed every 3 months, and 4. Patients

with MELD scores between 10-0 are reassessed every 12 months.
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the MELD priority list. These MELD scores are entered into the UNOS system that -

helps quickly determine the allocation of donor organs pursuarit to the MELD system

“with current information.

*1.10 Health care facilities of liver donors notify the local organ procurement
organization of donor liver availability and provide the clinical informatior-that is |
necessary to offer the liver to a transplant facility such as to University. The local organ

procurement organ’ization12 responsible for the distr’ibutio'n of the donor liver co’nta'cts

| ,_'the facility with the patrent(s) qualn’ ed under the MELD system to receive the donated '

liver.  If there is no “Status 17 reglonal (non-local) patient with prlonty the donor liver is

offered to the local transplant program such as the University.
141 1 lf a local transplant program such as the Unlversrty rejects the organ the )

organ procurement organrzaﬂon goes down the MELD priority list contactrng the non

‘Jocal p_rogram wrth the patrent(s). next qualified to receive a donor liver under the MELD

allocation system. A local fiver transplant program uses its dis_cretion/protoools to -
determine whether a donor liver is an dppropriate matc,h to its wait list patient(s)

qualified to receive the organ underf the MELD system. The local li\}er'transplantv,

program may or may not.accept the donated organ after' reviewing the information

regarding the donor and the donated organ.,13
1.12 The MELD system provides an objeotive standard to prioritize patients

once they are on the walit list, but the system does not set forth criteria to determine: .

2 There are approxrmately 59 organ procurement organrzatrons Life Center Northwest is the local organ

proourement organrzatlon for the University.
*AR 572.
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a. " which patients shouid be placed on the list, -

b. which donor llvers should be accepted or'rejected,by a liver
_transplant program, or :

c.  which matchis appropnate donor Ilver toa partlcular patlent on
the wait llst

1.13 Within these areas of discretion, the statistical analysis indicates that the

Unrversuty has been too conservative and less lnnovatlve in lts approach.™ As a result

~ healthier patients with lower MELD scores and an insuffi cnent number of patients have
been placed on the University’s llyer transplant wait hst, and too many donor llvers'have'- '

“been “turned: down” by the University.'S The statistics indicate that the Universlty-’s .

conservative approach has under-served patients suffering from end stage liver disease

- who warrant a place on the wait list and/or patients on the wait list who would be a

reasonable recipient of a “rejected” donor liver.®

Patient Choit:elciom‘petit'ion a
114 The U‘niversity has not.performed as rnany transplants as would be . ’
expected conS|denng the rate of ltver drsease and the populatlon of WWAMI or
Washmgton A second program is needed for patient chome/competltlon that wnll
promote innovation '_and-dlscourage complacency, resulting in the treatment of a higher

percentage of sicker patients and better use of donor.organ's. The Swedish program’

B would provide this needed chOIce/competltlon

1145 The transplant program uses it dlscretron to determine whether the donor

liver matches the patlent’s needs. In domg so, the llver’s quallty and functlon is

“ AR 4548 618 and festimony of Drs. Marks Dickson, Hart and Miller.
s AIl but two of the “exported” livers (between 1999- 2002) were successfully transplanted
AR 614 and the testimony of Drs. Marks, Dickson, Hart and Miller. . ,

FINDINGS OF FACT,
CONCLUSIONS OF LAW, y .
AND FINAL ORDER - Page 80f26. .

S ' - - » 001001

" Docket No. 04-07-C-2005CN



/’f‘”)

./"\

jevaluat'ed based upon clinical information such as age, fat content/body mass indeX,
cold ischemic time, illicit drug/alcohol use and the cause or the donor's death. The
program needs to assess tive risk of transplant failure resultlng in the need for

retransplantation, excessive hardshlp on the recrplent and high post operatrve recovery

cost.

1.16 A program's acceptance standards of.donor livers affect the number of

patlents who receive llvers For example llvers donated after cardrac death were

routlnely rejected untll mnovatlve treatment disclosed' that some: llvers donated after

oardlac death’could_ be successfully transplanted. This lnnovatlon greatly mcreased the

po'ol of usable donor organs. The University was slow to respond to' this i,nnovatlon, and

‘therefore deprived patients of transplants with viable livers donated -after cardiac death.
Dr. Marks, -as Director of Life Center Northwest, the local organ procurement

'f-or'gani'za-tion, was frUstrafed at the University's slow acceptarice of:this type of donor

liver.

ERYE Medical literature concludes that‘programvs in areas without competing

liver transplantation p-rograms treat less sick paftients' and thoSe programs in areaé With_ '

comipetition treat paﬁents at si_g'nlﬁcantly hl‘ghenMELD‘ scor’es‘.17 Liver tranéplantation is

- arelatively new ﬁeld;. there'fore innOVation is imporlant. ‘;Collegial competition” between

two facilities with good reputations such as Swedish andvtne University will generate

7 Sohaffer Kulkarni, Harper, Millis & Cronin, The Slckest First? Disparities with Model for End-State ,
Liver Dlsease-Based Orgari Allocation: One Region's Experlenoe Liver Transpl. 2003:9:1211- 1215. This A
article concludes that competing centers create patient choice, “programs performed transplantation on
patients at a signifi cantly higher MELD score than transplant service areas dominated by a single center.
The study upon which this article is based included approximately 10% of the nations liver transplants
including transplant service areas that had one transplant provnder comparlng areas with multiple

providers. AR 734-738.
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better ideas, increase innovation and decrease complacency, therefore improving the

quality of care and expanding the organ pool to the point where Washington may' start

importing more organs than it exports.'®
1.18 In evaiuatih.g patienfs, the MELD system directs the tréatment of the

sickest patients first whenever medically practical, whether it is placing a patierit ona

- wait list or matching a patient to a donor liver. The U‘niversity transplants a higher -

percentage of patients with lower MELD s$core patients than its peers.'® Gompetition

stimulates facilities to be more innovative, provide better care, reach out and tfeét-siéker

patients (higher MELD scores). The addition of the- Swedish program will provide

patientsh with a choice, and therefore a greater opportunity for the sicker patients to be

wait listed anci transplanted as intended by the MELD liver allocation system, and
f ~recommended by fhe Institute of Médicine and the Department Qf Health & Human

‘Services. .

Exportlimport of donor livers
1.19 The'Univeréity rejected approximately 126 donor livers fr_om 1999 tthug_h

2002, 98 &f which wére_ elective exports under the MELD s—yé.t;efn. Approximately 28

~* wére exports for “Status 1" patients, mandatory exports pursuant to the MELD allocation -

system that is bésedv u‘poh moﬁality risk.2° All but 2 of the exported livers were R

. successful upon transplantation.2! All of these livers would probably not have been

" ® See AR 22-23, the testimony of Dr Dickson, Day 4 at 49 and Dr. Milller, Day 4 at 115-116.

' Despite the fact that the University transplant a higher percentage of patients with lower MELD scores,

“the University's transplant patient three year survival rate is lower that its peers who treat a higher

Eercentage of sicker patients with higher MELD scores. AR 614 and 617.

¢ See footnote #10. e o
2! Statistics regarding transplant success for longer periods of time were not present, because UNOS did

not collect that data (other than data regarding transplantation of livers donated after cardiac death).
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_exportéd if more patienfs were-on the list, and/or the University used less Cbnsérvaﬁve
crfteria to accept/match donor livers to patients.?? A longer wait list brovid_es a larger
| pool, thérefore increasing the prbbability of'a compatibility match of donor Ii%/e( to
patient.. |
| 1.20 Life Center Northwest, the local organ procurement organization’s expo.rf ’
rate is co’mpbsed of the donor livers rejected by the University®’ and the mandato_ry |
: .MELlD export for “Status 1" nph local patieﬁts_._”r Life Center Northwest's 27% export
. rate is close fo fhe 25% nationél average, but that is hot a reaSonable figure for‘.
comparison purposes. Life Cén'terNorthWest"s _e,xbbrt rat‘e.shou}ld- be compared with
ofgan prOcureﬁnent organizations with similé’rities,suéh a_s‘.p'opu'léti‘o,h servéd and similaf
.'p'ro,grams servgd. These conﬁparable drga_rj procu_r.emenforganizati_oné_ have huch
lower expoﬁ .rates'ffom approxifnétely 10% to i5%.25 .
| Number 6f Pati'enté oh,the Uhiversifj’s Vyéit. Lisf
1.21 There are an unkﬁdwn number of pat.i‘e'.nt.‘s with ‘un‘diagnosed liver disease, -
: patienfs ,diagnbéed but never referred tb a tfrahspllant center and p‘atients evaluatédjby a

transplant center but not listed for transplantation.” ‘Swedish proposes to reach these

During this period of time more patients on the University wait list may have survived through innovations
-such as earlier utilization of livers donated after cardiac death. AR 601, 620. :

Z One factor used to analyze the University’s conservative, less innovative approach is its
refransplantation rate as compared to the University’s peer programs; Stanford 13%, University of.
Pittsburg 13 %, UCLA 13% and Baylor 7%. The national retransplantation rate is 9%. The University's
low 2.8% retransplant rate is probably the result the Uniyersity transplanting more patients with lower
-MELD scorés than its peers transplant. AR23- = - ' -

2 Children's may also reject offered donor livers, but no evidence was presented regarding any donor

livers Children’s may have rejected. ' . .
2 In 2002, only seven-of the thirty exported livers were maridatory exports from Life Center Northwest.
% These four comparable organ procurement organizations serve the San Francisco Bay area, Los
Angeles County, Nebraska and Colorado. AR 621-622. ‘

% AR 738.
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patients with less conservative, more innovative wait list/treatment protocols, and

through outreach/education of patients and heath care providers. Through these

N methods, Swedish should increase the number of patients who are wait-listed and/or

| eligible to receive a liver trahsplant.

1.22_ The population; liver disease and-deaths statistics indicate that patients in

.Washlngton state and WWAMI region are “falling through the cracks”.?’ Some patiehts
may choose to be treated elsewhere for famlly support veteran/msurance Coverage

: ‘reasons but the statlstlcs lndlcate that. more patlents should be on the Umvers;ty’s walt

| list, and the»number of exported livers should not be as large as it is. "Patients probably
come to Washihgton as \son_:'le' patients l'eave to be close fo -friends or.fa.mily for support,

' d'uring»the transplant p,ro.cess.. Therefore ’this faotor m,ey fnot be significant in the

' statlstlcal analys:s as the Umversuty asserts:

1.23 The average | number of residents on wait list per million resxdents is 60

: .na’uonally, 14 in the WWAMI reglon 38 in Anzona 106 in Callfomla 17in Georgla 82

in ‘Maryland, 47 in Mls_soun,‘55 in North.Carollna, 48 in Tennessee and 46 in Virginia. 2%

' Wéshington is comparable fo North Carolina with an 8.2 million population. The
'UnlverSIty serves the WWAMI reglon that has'an 8 8 million populatlon 6 mllllon in

| 'Washlngton alone) North Carolina has a 251 patlent walt list, and the University has

only 127 patients on sts list?® As Dr.- Dickson stated; | “WWAMI region IS grossly

a AR 605, 608-619, 764-7.
% AR 618. ,
% AR 45-8, 618.
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underrepresented in pers.ons.on the wait list per million residents, falllng only below .
Georgia” ¥ | | |
1.24 T hese comparisons indicate that the University should have many more
: patlents on its wait list. In light of these statlstios, Drs.'l\'/larks, Miller, Hart and Dickson
. are more credible and persuasive than the experts presented by the Unil/ersity. | The
-addition of a second program is needed for patient cholce/competition that Will result in -
| increased innovation -decreased Complacency and lmproved'volurne and quality.of
~ care. Even though the Unrversnty on average performs transplants on its wart list
'_ patlents ata faster rate, there should not be such a large dlscrepancy with its walt list
B size. ‘A shorter list will result in patients 'belng transplanted faster since the patlents do '
not haVe as.much competition on the shorter list. The-wait list size -do'es not dictate the
| 'number of transplants but the longer the walt list the more varled the patlents needs
.(matchlng cntena of patlent to donor llver) Therefore a longer walt fist wnll probably
result in hlgher use of the available donor fivers and a lower donor Ilver export rate.®!

1.25 . Patients who are turned down by the Umversrty and hot placed on its wait

list can seek care from another facility out-of-state.® However, increased cost or lack of

¥ Day 4 at 44—5 Dr. chkson s point is supported by indicated by Table 5 at AR 617 that shows the -
average number of resident on wait list per million residents nationally is 60, 14-in the WWAMI region, 38
- in Arizona, 106 in California, 17 in Georgia, 82.in Maryland 47in stsoun 55 in North Carolina, 48 in
. Tennessee and 46 in Virginia. AR 618.
A number of physicians who refer patients to the University's program find that their patients receive
good treatment, and that their patients do not have to seek care elsewhere. A number of those
- practitioners were trained or closely affiliated with the University. It would be reasonable to conclude that
" they have similar standards as the University. Letters submitted by these physicians fail to address many
of the issues raised by the statistical analysis such as wait list size and MELD scores discrepancies. AR.
-501-528 and 651-658.
2 See Dr. Green's testimony at 21 of Exhibit 11 and Dr. Dickson's testlmony regardmg patlents who

‘migrated: out of state for liver transplants.
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lnformatlon may result in patients not seeking o‘ut-of-state care. As a result these
patlents may die.
Minimum volume standards

1.26 The Unlversity has a felloWship liver transplant education and training
program with one fellow. The University argues that its existing transplant volume
levels are'necessary to maintain quality training and research programs. That argument
is asking the health law judge to set new minimum standaros for a liver transp‘lant
program after expert medlcal organlzatrons have done s0. That would be lnappropnate.

UNOS and the Amencan Socrety of Transplant Surgeons (ASTS) are clearly better

: 'quallf ied to deter_mme minimum volumes needed to sustain a fellowshlp training

program. 3

1.97  In evaluating potential adverse impact on the University’s program; one y

‘must rely on the rinimum standards set by UNOS and ASTS.* UNOS and ASTS

" require a liver transplant training program fo perform 50 liver transplants annually and a

liver transplant fellow must partrcrpate in 45 lrver transplants as primary surgeon or as
first assrstant over a two year period. % In llght of the number of University transplants ;

the potential for the increase in the number of transplants, the Unrversrty s annual

transplant volume should remain well above the minimum volumes set by the experts

¢ through UNOS and ASTS.

® There are approximately 120 UNOS approved liver transplant programs of which approxrmately 44

have fellowship training programs.
¥ Even if the University’s program were to expand to two fellows, the University would probably perform-

" more than the requisite number of transplants for a training program with the addition of competing

transplant program.
¥ AR 943. ‘
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1.28 - In assessing the potential impact on the tJniverslt)fs fellowship training
program, one should compare it vvlth other well know peer academic programs. These
programs have annual'vc)lumes that are 4comparabl.e or lower than the University.

1.29 There are no minimum volume'standards for liver trans_plant programs
without a'fellovvship training program. One study concludes that transplant outcomes

are better at high 'vol’ume programs but find no clear minimal threshold volume.®

~Another study’regarding minlmum volume standards cohcluded that liver transplant

'programs under 20 transplants a year experienced hrgher mortality rates and that the

mortallty rates varied Ilttle when programs perfonned twenty or more transplant

annually 37. SWGdlSh prOJects that its new. program will be pen‘onmng 18 transplants :

dunng its second year of operation, 32 in its third year, 42 in its fourth year and 48 in its

fi fth year. 38 Swedl.sh will be soon above 20 transplants a year and the statlstrcal.

‘ analySIS lnd|cates that the UnlverS|ty wnll remain well above 20 transplants a-year.

1.30° To evaluate the potential adverse’ effect one needs to review the national - -

| 'and local upward trends in the number of liver transplants, Irver disease’ and populatlon. '

‘ -~ The UmverSIty stated that it hiad an excellent program when its volumes were even - |
| “lower than the volumes in 2003 and 2004. The Umvers:ty perfonned approx:mately 68.
| tra_nsplants in 1998, 67 trans‘plants in _1999, 931n 2000, 71 in 2001, 79_|n 2002, 104 in-

2003 and 126 in 2004.% The 5 % national annual growth rate in liver transplants during

e"SAR*l17'8 1185, Axelrod, Guldlnger McCullough, Llechtman Punch, Merron ‘Association of Center -
Volume with Outcome after Liver and Kidney Transplantation, Am J of Transplantation 1999; 4: 920-7.
% AR 780, 1518-1522, Edwards, Roberts, McBride, Schulak, Hunsicker, The Effect of the Volume of

-Procedures at Transplantation Centers on Mortalrty After Liver Transplantatron N Engl J Med 199, 341:

2049-53..

®AR36. -

* Dr. Carithers on dlrect examlnatlon Day 3 at 19 and AR 70, 1068.
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this same period probably will continue. ‘Also, a new program at Swedlsh will increase
_th.e total number of liver transplants tnrough innovation Vand oompetltlon. |
1.31- The addition of a new liver transplant program is not a “zero sum game’.
Any Swedish transplant would not necessadly subtract a transplant from the _University’s
-volume. ;\s Dr. Dickson and Dr. Mlller‘ explalned, rnore than one program in a service
area results |n the performance of a greater total number of transplants pe.cause"
-competition promotes.additional transplan_ts. , Addltional'transplantsar{_e the result of
vcon*lpetitlon/‘innovation beoause, more than.one provlder'deterrnines who qualiﬁes fora |
' ..transplant, is interested in promoting organ donations, and is available during peak
demand,withln the service area. Therefore,_the addition of a secondv program to this
: service area will not result in the creation ot an unneeded prog‘ram leading to med'i'ocrlty
. and low volumes for‘both programs. | |
Adequate Staft' ing levels | .
1. 32 Swedlsh's proposed llver transplant program mcludes adequate stafF ng
“lev.els for the pro;ected transplant volu_me_s, and cllnroal. care/assessment before and .
“after the transplant' Staft" ing levels need to take into account the patients who are |
.assessed but who are not placed on a list, and those who are placed on the list but who

do- not réceive a transplant A l|ver transplant program reqwres avallable staff twenty—

four hours a day seven days a week.

40 Swedish transplant program started 1993 and presently includes pancreas, kidney, and bone marrow.
‘These programs have demonstrated innovations such as steroid free immunosupression for kidney
transplantation, the first facility in the Northwest to offer this protocol. The University now provides this
treatment but in a different fashion, therefore offering a patient a choice in care. AR 630-1.
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1.33 Swedish’s proposal includes a new hepatologist and'li_v.ér transplant
| surgeon who will work with the existing staff. UNOS Iivér transplant prograhj standa’rd_s
require one qualified liver transplant sdrgeon on site.! Swedish’s existing transplant
program includes three board-certified surgeons™?, a-urok.>gist, a nephrologist and six
rotating nephrologists. It also includes residents in training, t'ransplant\ nursing staff with
special training éhd assignmenté, a transplant'pharrriacist; a transplant pathdlogist, a |
- transplant infections diseaée'g.roup, a social workér, a data manager e;nd a fesearch__
fellow. Sorne df’the'.exi;.sting'staff members will work with the newliver tfansplaht
| program in addition to thé exis‘tihg' p_ngrarh sincé’ it Will':be parf 6f the Swedish transplant
progrém. |
Financial Feasibility
1.34 | Bedaus_é Swedish will use existing transplant brogram/facility ;and staff |
"with the addition of two physiciians,‘équipment and tr.ainiﬁg_, the initial capital costs aré
: rélatively sﬁall,“ Swedish éan aphropri'ately finance the propoééd '~li\_/er transplant -
' brogram from exiétiﬁg Swedish funds and' projected i'nco.m’e', and the project will not |
resul'tr inan un;easbnable irﬁpact on the cost and éhafges for I_iverAtrahspIanf health care
fserQices.“ The Swédiéh program will probébly' resultin an increase in the overall health .

~care costs in Washington, but not as a result of unnecessary duplication. This increase

“*' Board certified in surgery, urology or osteopathic surgery. AR 779, 943, 947. . _
“2 UNOS requires a liver transplant program to have one qualified transplant surgeon on site. UNOS
qualified transplant surgeon must be board cettified by either American Boards of Surgery.or Urology,
the American Board of Osteopathic Surgery, or their foreign equivalent.) Two of Swedish’s transplant
surgeons are certified by the American Board of Surgery. AR779.
* Swedish service agreements with the local organ procurement organization, the local blood bank
demonstrates its relationships with ancillary and support service providers currently serving other

- Swedish programs and that it will continue the relationship to support a liver transplant program.
* AR 56-66 (pro forma budget and volume/revenue projections), and AR 776-781. :
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will result from the increased number of Washington residents 'reCelVing'-transplants. |

Liver transplants on average extends a life by 12 years, therefore the increased costs

are not unreasonable.*®

. CONCLUSIONS OF LAW

Purpose of the Health Planning & DeVelopment Act’

21 In response to the 1974 Natlonal Health Plannlng and Resources

Development Act the Washington leglslature adopted Washmgton S 1979 Health
3 - Planning & Development Act creatlng the certifi cate of need program Chapter 70.38

- RCW and St. Joseph Hosp/tal & Health Care Center V.. Depan‘ment of Health 1256

Wn2d 733, 735-736 (1995). One of the purposes of the federal and state health care -

plannnng acts was to control health care costs. Id, Both leglslatlve bodles were,

) concerned that competrtlon in health care “had a tendency to dnve health care cost up

rather than down and govemment therefore needed to restraln marketplace forces Id

at 741. The CON regulatlons are therefore deS|gned in part to control rapld rising health

care cost by lrmltrng competltlon within the:health care industry”. Id (.

S 2.2 The CON statutory scheme protects exrstlng facilities from competltlon

‘*unless a need for addttronal serwces ‘can be demonstrated. Id. at 742. Swedlsh S

- .CON Wlll meet a pubtrc need of i mcreasmg number of liver transplants and need for

.more mnovatlve/less conservatlve program that will not adversely affect the Unlversrty s

program and may also improve the quallty of care at both facilities.

45 AR 781.
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23 The CON statutOry reoulre'ments 'llrnit provider entry into the health care |
( | markets so the development of servic_;es and_resources “should be accompllshed. ina
- planned, vorderly fashion, consistent with identified priorities and without unneoessary
duplication or fragmentation”. RCW 70.38.015(2). |
-~ 2.4 The Department of Health (the Program) is r,e'sponslble for ma:naglng the
CON"»chapter under_cnapter 70.38 RCW. RCW 70.38.105(l'). Certificates of Need shall
.be issued or denied in accordance with Health Planning & Dévelopment Act and the :
Department“rules which establlsh the reviewprocedures and criteria for-the CON
program in chapter 246-310 WAC. RCW.70.38. 115(1). o
o 25 ThIS health’ plannlng process must consider the oost-etfecti'veness and
cost-benefit analysns” and provide accessrble health care services “while controlling:
| eirceséive 'increases in-costs”. RCW 70.38.015(1) and (5)‘.- |
( * .. | leer Transplant Programs B :
. | 2 6 Liver transplantatlon programs are hospltal based “tertiary servrces" that
N ~are subject to CON review. WAC 246 310 020(1)(d)(l)(D) The Department rules do
not set minimum standards for lrver transplant facrlltles unlike kidney facilities that: must
“perform at least 1 5 transplants by its fourth year of operatlon and must meet the Unlted
. Network for Organ Shanng (UNOS) requirements for organ sharing. . o
- WAC 246-3“l>0,-’2;60'(2»)(a.)(b); Even though the Department rules.-are sile_nt on the issue
of minimum volumes for liver transplant centers, UNOS a’ndvthe American Society of
:Transpla’nt Surgeons (ASTS) have minimum standards/volumes for liver transplant
fellowship training programs. ltis unreast)nable forthe -CON Program or a 'Health' Law
FINDINGS OF FACT,
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Judge to create standards that conflict with the well researched standards set by these
expert organizatlons UNOS and ASTS do not have minimum volume standards for a
fiver transplant program that does not lnclude a fellowship training program. After
review of available literature regarding liver transplant volumes and outcomes, the CON
A.Program reasonabty concluded that Swedish and the University would meet minirnurn '
* volures that results in good quality of care in their liver. transplant programs,46
2.7 The general CON 'criteria apply'to.a Iii/er transplant program application.

An appllcant fora CON shall establish that it meets all applicable cntena :
WAC 246-10-606. The CON Program then renders a decision whether to grant a CON ‘
~ in a written anaiys:s that must contain suffi crent.lnfonnatlon supportlng its decisron. : '
RCW-70.38. 1'15’(2) and WAC 246-310-200 outline the criteiia that the CON Prograrn .

‘:'must address in determlnlng whether it should grant or deny a CON. Those cntena are
B “need” (WAC 246-310—210) “t” nancial feasrbillty" (WAC 246-310-220) “structure and
process (quahty) of care (WAC 246—310-230) and. cost containment
| (WAC 246-310-240). The Program'’s written analysis contalns sufficient infor‘mati_on?
| -fregardi_n"g “need”, f‘ﬁnancial feasibility”, “strocture and-process(qoaiity) ot care” and
l‘cost.containment" criteria that support the issuance of the Swedish CON. ‘Sw"edis"h’?s
: application establiéhed that it met the requisite criteria. .
N . o |
| ////////////////////
I

“‘ AR'780
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" Need — WAC 246-310-210
2.8 A preponderance of the evidence supports Program’s Gonclusion that

there is a need for Swedish's proposed liver transplant facility. As stated in

-~

WAC 246:310-210(1):

The population served or to be served has need for the project and other
services and facilities of the type-proposed are not or will not be sufficiently
available or accessible to meet that need... (Emphasis added)

Patient choice may be uséd under this criteria when evidence denﬁoristrates a public
‘ need' for a second transplant facility, and Wﬁe'n' that'facil'ity does not édversély affect thé :

| _éxistihg facility. St. Josegh at 742. There isl.a need fof al second Afaciflity. Tﬁe. lack of o
- ‘patient choice resul’tgd in some patients not recei.vinvg'r'lecessary andfproper cére or
traveling longer distances to obtair} .care.‘” | ‘ |

' 2.9 Because The CON :Program does not have a ruleor eétaplished numeric .
| hééds projection méthodoldgy for liv.ef ti'ansplant servicés, Swed'ish p}rovided a r‘at‘ionbal
and \';!e::riﬂable analysis of need. Swedish's'need anélysis éxamine_d-ﬁational and local
‘liv-er diseéselmortality and transblant program Stétistics; and demons;trated thai the - |
4‘ existing facility is not meeting the tran-éplant needs of all eligible trénsplant recipients.
210 A preponderance of th'e'e\'/id“enc'e supports The CON Pfogram’s | "

conoluéion thaf thé Swedish prc;gram will riot have an adversea_~,effect Zon Uﬁivérsit_Ys

 research and training-programs. ‘The pertinent' part of.W.AC 246—31Q421O states:

4 The University cites the Olympic Peninsula Kidney Center decision. Docket No. 04-06-C-2003CN
(2005). Contrary to the University's argument, the decision held that patient choice is @ legitimate CON
* factor in the review of CON applications whenever there is need and the facilities would provide the
patients with a realistic choice. in Olympic, the geographic distance between the dialysis facilities in
question precluded a realistic patient choice, therefore competition/patient choice was found to be
unsupported by the facts, unlike the case at hand. '
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o

The determination of need for any project shall be based on the following
criteria... ' '
(4) The program will not have an adverse affect on health professional schools
and training programs. The assessment of the conformance of the project with -
this criterion shall include consideration of: | :
(a) The effect of the means proposed for the delivery of health services

on clinical needs of health professional training program in the areain which the
services are to be provided; and A '

" (b) If the proposed health services are to be available in-a limited number -
of facilities, the extent to which the health professional schools serving the area
‘'will have access to the services for training purposes. (Emphasis added)

2.11  Analysis under subsecﬁon (a) 'indicates':‘that the addition of Swediéh’s

B cOrhpeting'program, with different sé!écﬁon criteria aﬁd treétment protocols will i__hgirease .
"the number of Washington "patie.nts on wéft lists ana the number of liver ffénsp'lants'. |
;-lnnovatibﬁ é_nﬁ léss conservative protocol's-.will -incfeése the use of the existing donor
Alivers. Population incre/asgs and (Iaduc‘ation/recruvitmént of new'do'nor_s‘ will increase the
| o.verall.'size of the dohOr pool. ‘In light of these factoré,,_ the ;ﬁteraturé regarding fhinimUm

| volume stanAdardsi and UNOS minimum volumé .stan'd;ards, anew SWediéH-liVer

- ’tréhsplanf brogram shouid not have an advefse effect on the vUri»ivers.ity's' tréini_ng or
vresearéhn programé aéweil as its clinical program.- Tﬁe simple reduction of the total
: number- of trénsplanfs is not éUfﬁc%ent evfdence Qf ad%re_rs‘e_ affect in' ligh_t of UNOS/ASTS :

- standérdé and the statistic.:al analysis regarding population, I‘ive'r diséése. and liver V'

- transplants.*®

“ University argues that WAC 246-310-210(3) applies. This subsection addresses applications that
contain proposed training and/or research programs; therefore it does not apply to the Swedish
application. Subsection (4) addresses applications that may affect existing training programs and
research programs and therefore subsection (4) applies to the case at hand.

FINDINGS OF FACT,

- CONCLUSIONS OF LAW,

AND FINAL ORDER Page 22 of 26 .
o ' e . 001615
Docket No. 04-07-C-2005CN |



212 Subsecﬁon .(b) does not.apply since the University has its own -Iiv'er
transplant program and therefore will not need to have “access to the ,servlces for.
training purposes”.

Financial Feasibility - WAC 246-310-220

| 2. 13 A preponderance of the evidence supports the Program S conclusron that
Swedrsh ] proposed liver transplant program is mancually feasible” because: 1) the

'capital and operating project‘ costs can be met; 2) th:e costs‘ of the project will not result
in “an unreasonable_-impactf’ on the costs and cha'rges 'tor'health‘ care servic-es; and 3)

. “the project can be ap'propriately ﬁnanced." WAC 246-31-220(1 )—(3). |

214 The Swedish p'rog.rar.n vl/ill increase in the overall health care costs in

' 'Washington but not as a result of “unneces'sary conStruction or‘duplication”.

| WAC 246-21 0-220(2) ThIS mcrease wnll result from an increased number of

transplants Thrs mcreased cost i is not unreasonable because a llver transplants

- extends a lrfe ‘by-»apprOXImately 12 years..

2 15 The lnitial capital costs are relatively small, 'and SWed'ish,intends on using
exustlng transplant program faClllty and staff with the addltlon of two physicians,
equupment and trasmng Therefore Program reasonably concluded that Swedlsh ]
: transplant program “wﬂl not have an unreasonable |mpact" 'on the heath care costs and .
_charges to the public. WAC 246- 310—220(2) and WAC 246- 310 240(2)(b)
I
]

9 AR 781,
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Structure and Process (Quality) of Care —}\.NA'C 246-‘3'.1 0-230

2.16 A preponderance of the evidence supports the Prograrn’s oonoluslon that
Swedish’s proposed program vvill foster an “acceptable or improved quality ot oare""
because the Swedish program will have sufficient staff, approprlateArelations,hips with
needed ancillary and support services, and “will not result in an unwarranted
fra'gmentat_ion of services”. WAC 246-3)0-230( 1 )-('5). |

2. 17 Sw‘edish’s liver transplant program will not result in unwarranted

' .fragmentatlon of servrces because the Umversrty will- malntaln volumes well above the
- “low volume standard" associated wrth hlgher mortality rates In addltlon a Swedrsh

program should decrease fragrnentatlon because fewer patients will ~probably travel out

of state to receive a liver transplant

' ‘Cost Contalnment WAC 246-310-240

2 18 A preponderance of the evrdence support Program s conclusron regardrng
“cost contarnment As stated in WAC 246-31 0—240
A determmatlon that a proposed pro;ect will foster cost contamment shall be

~ based on the following criteria: (1) Superior alternatives, in’ terms of cost,
effi olency, or effectrveness are not available or practlcable (Emphasns added)

A second facrlrty wrll probably provide ¢ servrces to the types of patlents who have been
demed aocess in the past and provrde more “effi crent" (not having to travel out of state)
or "effeotlve care (quallﬁed patrents not recervrng a place on wait list and/or

transplants) WAC 246 310-240.

2.19 The party appeallng the CON Program decrsron has the burden of proof in

~the adjudicative proceedmg The standard of proofis a preponderance of the. evrdence
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- WAC 246-10-6086. ‘Evidence should be the kind that ‘reasonably prudent persons are

accustomed to rely in the conduct of their affairs_." RCW 34.05.461(4). Sufficient

evidence was present to support Program's decision o grant a CON to"Swedisn- fora

liver transplant program. ‘Univérsity failed to present a preponderance of the évidence

that supports its appeal regarding the issuance of the Swedish CON.

lil. ORDER |
Based on the foregomg fi ndlngs of fact and conclusions of law, the Program s

lssuance of Swedrsh’s CONfora liver transplant facrhty is affirmied.

ek
' Dated thrs 2 3 day of August, 2005

1.0

ZIMMIE CANER, Health Law Judge
Presrdlng Officer .

'NOTICE TO PARTIES

Either Party may fi t" le a petition for reconsnderatron RCW 34.05. 461(3)

} 34 05. 470 The petltlon must be filed wrthm 10 days of service of this Order with:

Adjudlcatlve Service Unit .
' PO Box 47879 p C
- Olympia, WA 98504-7879 :

| and a copy must be sent to:

Certn“ cate of Need Program
PO Box 47852
Olympra, WA 98504-7852
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The petition must state the specxf“ ic grounds upon Wthh reconsideration is requested
and the relief requested. The petition for reconsideration-is considered denied 20 days
after the petition is filed if the Adjudicative Service Unit has not resporided to the petition
or served written notice of the date by which action will be taken on the petition.

A petition for judicial review must be filed and served within 30 days after service

of this order. RCW 34.05.542. The procedures are identified in chapter 34.05 RCW, .

Part V, Judicial Review and Civil Enforcement. A petition for reconsideration is not
required before seeking judicial review. If a petition for reconsideration is filed,
however, the 30-day period will begin to run upon the resolution of that petition.

RCW 34.05.470(3).

The order remains in effect even if a petition for reconSIderatlon or petition for

- review s filed. “Filing™means actual receipt of the document by the Adjudlcatlve
~ Service Unit. RCW 34.05.010(6). This Order was “served” upon you on the day it was-
‘ depOSIted in the Unlted States mall 'RCW 34.05.010(19).
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WASHINGTON STATE DEPARTMENT ' R ECE I VE D
OF HEALTH, ‘ : ,
‘ JUL 23 2004
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Time:_9:00 a.m. 1l 23 714 : f_.. il Mf i
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Judge/Calendar: 1 L 93 2004
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OF WASH ,u._, 3] i
SUPERIOR COURT OF WASHINGTON FOR THURSTON COUNTY
UNIVERSITY OF WASHINGTON OU- 2~ 015k~

MEDICAL CENTER, No. 992 -2 04 ’e; 829

Petitioner, | DECLARATION OF JORGE D. REYES,
M.D. IN SUPPORT OF MOTION FOR

|l T am also the Chief of the Division of Transplant Surgery at the Umversrcy of Washmgton

I, Jorge D. Reyes, M.D., hereby declare as follows:
1. I 'am a medical doctor and surgeon spec1ahzmg in liver, kidney, pancreas,

intestine and mul’u—organ transplantatlon as well as split liver and hvmg donor operations.

Medical Center (“UWMC”), and Professor of Surgery. at the University of Washmgton

School of Medicine (“UW School of Medicine”). I have also served on numerous

committees for the United Network for Organ Sharing (“UNOS”) for over 15 years and |

have been closely involved with the development of organ allocation policies for adult
and children, both on a regional and national basis. I am presently the -Chairman of the

UNOS Pediatric Committee. A true and correct copy of my curriculum vitae is attached

000035
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hereto as Exhibit A. I make this declaration of my own persdnal knowledge ahd am
competent to testify to its contents.

2. I was recently appointed as the Chief of the Division of Transplant
Surgery. Prior to my appointment, I was a Professor of Surgery at the}University of
Pittsburgh Department of Surgery, a distinguished premier liver transplant program;, and
have extensive experience in transplantation of all abdominal orgaﬁs ‘in adults and
children. I decided to apply for the UWMC Chief of the Division of Transpl;mt Surgery
because the UWMC is a highlf respeéted Academic Health Center which has an
impressive organ transplant program, a statistically high rate of survival, and a very high
rate of waitlisted patients who receive transplants. The UWMC’s liver transplant
program is one of 44 training programs and 124 UNOS-Approved Liver Training |
Transplant Centers in the United States. '

| UWMC’s Organ Transplant Program

3. The UWMC commenced its adult liver transplant program in January
1968 when Dr. Tom Marchioro ‘per_formed the state of Wéshington’s first kidney
transplant. The UWMC performed the first liver transplant in the state of Washington
(and in the region) in January 1990. In May 1990, University of Washington surgeons

performéd‘ the region’s first pediatric livér transplant at Children’s. -Although the

“Dep'artment of Héaﬁh’s Aﬁalysis of Swedish Health Services’ (“SHS’s™) liver transplant

certificate of need application suggests UWMC has not performed split liver or Ii\}ing' '
donor transplants, that is not the case. The UWMC performed its first split liver '
transplant in July 1993, and in May 1998, it performed the region’s first in-situ split liver
in a cadaveric donor,.yielding two successful liver tra_nsp]anté (one adult and one
pediatric). In July 1999, transplant teams frdm UWMC and Children’s'performed a
coordinated éurgery on a two-and-a-half };ear old boy from Kingston, Washington, who

became the region’s first recipient of a living related liver transplant. The boy’s mother
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|| was the donor. Currently, UWMC is an approved United Network for Organ Sharing

(“UNOS?”) facility for all its transplant services, UWMC transplant teams perform the
majority of extra-renal procurements in the Pacific Northwest, more specifically the
WWAMI Region (Washirigton, Wyoming, Alaska, Montana and Idaho). Almost all

UWMC’s procurements are multi-organ procurements including liver ancreas, and
. > p 3

Fkidneys.

4. The Umver31ty of Washmgton Division of Transplantation performs its
work in the area of abdominal organ transplantatlon (liver, kldney, pancreas and 1slet) '
The activities of the Division encompass patient care, research, and education, all with the
goal of helping people with end-stage organ failure regain organ funétion fhrough
transplantation. The Division has sevlen transplant surgeons. In addition to myself, the
surgeons include: James Perkins, M.D. formerly served as Divisidn Chief is now the

Vice-Chair, Department of Surgery and Professor of Surgery. Patrick Healey, M.D. leads

‘the pediatric transplantation program, based at Children's Hospital & Regional Medical

Center. Christian Kuhr, M.D. is Assistant Professor of Surgery with a joint appointment

| in Urology. In addition to his clinical duties, Dr. Kuhr hoids an NIH KO8 grant and

conducts research on the mechanisms of immune tolerance induction.- Adam Levy, MD. is

Assistant Professor of Surgery, and Ramasamy Bakthavatsalam, M.D. is Assistant

‘i’rbfessor of Su'rgefyi with a joint éppoinﬁnent 1n Urology ~Jeffrey Halldorson, M.D.,

Actmg Assistant Professor of Surgery, joined the Division in July 2003. The DlVlSlOIl of |
Transplantation joins w1th personnel from the UW School of Medicine and UWMC to
form Transplant Services. Transplant Services includes over fifty support staff of
transplaht coordinators, p;tient care coordinators, research staff, pharmacists, dietitians,
administrative and clerical staff, and other professionals.

5. Our transplant program is distinguished by excellent statistical results. As

reported by the federal government, our one-month survival rate for liver transplantation is
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significantly higher than expected. In comparison with nationwide data, our Liver Care
Program transplants a significantly higher percentage of liver patients on our waitlist w1th
a lower mortality rate, than transplant centers in the rest of the country. The mortality of
patients on our liver waitlist is significantly lower ﬂlan expected. Our Kidney Care
Program provides a shorter time to transplant than the national average. Quality pat1ent
care has resulted in excellent patient and graft survival. Additionally, special expertise is
provided by our Kidney Care Program in the care of pregnant transplant recipients. Our
Liviﬁg Kidney Donor Program gives desensitization treatments to ﬁatients who have a
positive crossmatch against their designatea living donor, so they can still receive the
kidney from this donor. '

6. Additionally, UWMC has ciemonstated outstanding sfatistical resu{lts through
the 2003 Benchm\arking Project of the University HealthSystem :Consoftium, a group of
similar academic ;nedical centers throughdut the country. Our Liver Care Progrﬁm, and
Kidney Care Program are each rated more favorably than the top tén percent of |
Consortium group members (based on our one-year patient survival rate). Our programs
are rated more favorably than the top 25 percent of group members in our hospital post-
transplant length-of-stay and the mortality rate on our waiting lists.

| UWMC’s Researcfz and Teaching Program

7. . A steady research agenda is pursued in the Division of Transplantation.
Two research'scientists work with our surgeons to carry out our investigations: Wei Li,
M.D., PhD., and Carol Loretz, B.S. The Division's research focuses primarily on
toleréﬁce, that state in which the body is conditioned to accept a transplanted organ without
need for immunosuppressive drug therapy. Current projects include utilizing the ingestion
of oral antigens in mice to study the role of the liver on peripheral tolerance, ai;d an
examination of the ex vivo g’e_nerati'c.mA and sorting of dendritic and regulatory T cells for

application to a human tolerance protocol. Other projects have to do with cytomegalovirus
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disease in liver transplant recipients, with calcineurin inhibitor toxicity, and with

1l developing a gene vector that can be used in transplant patients. In collaboration with our

medical colleagues who are part of onr multi-disciplinary transplant‘tea.m, the Division
participates in several clinical trials which seek Better immunosuppression ‘regirnens' for
counteracting rejection of transplanted organs. UWMC and the UW School of Medicine
regularly receive research grants from a variety of sourees. ‘

8. The Division of Transplantation implements a busy teaching schedule,
providing weekly attending lectures, weekly Transplant Grand rounds, and one-on-one
instruction in the operating room. Twenty-sui residents are rotating through the Transplant
Servrce this year as well as a number of visiting medical students.

9. The Umversrty of Washington is one of a handful of programs 1n the country
accredited by the American Society of Transplant Surgeons (“ASTS”) to oﬂer fellowship
1ra1mng in multi-organ tansplantatxon (liver, kidney and pancreas). ASTS requires
accreditation of Transplant Surgery Fellowship Programs. Currently, the mro-yeer long liver

transplant fellowship program has one fellow. The fellowship is expected to expand to two

'fellows within the year.

10. The formal training program for transplant surgeons also requires the

training program to be approved by the Membérship and Professional Standards

Comrmttee of UNOS As part of the criteria for approval, the program must perform at
least 50 transplants each year to qualify for hepatlc transplantation training. The training
program must also have adequate clinical and laboratory research facilities and an
adequate faculty with appropriate fraining to provide proper experience in research. Any

program that does not have any trainees during a period of five years between reviews

 has’ to .re-apply as a new program. The program director must be a board-certified

surgeon who meets the UNOS criteria as a transplant surgeon. The program must be
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located at a medical center which transplants one or more organs and has a proven
éommitment to graduate medical education.

11.  The objective of a Transplant Surgery Fellowship Tfaining Program 1is to
develop proficiency in the surgical and medical management of patients with end-stage organ
diseases amenable to transplantation. This objective should be achieved through a sﬁ’ucﬁﬁed
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.

12. A Transplant Surgery Fellowship Training Program’s objective can best be
achieved when it is based within an institution apprqved for graduate medical ¢ducatioﬁ in
General Surgery or Urology and also in thoée other disciplines particularly related, such as
Infectious Disease, Immunology, Radiology, Nephrology, Diabetology, Cardiology,
Pulmonary, and Gastroenterology. To provide 'for an effectiv¢ training program, the
Tr'ansplant Surgery Secﬁon should be drgmﬁzed W]Th]n the framework of a lérger
administrative unit, such as a Department of Surgery, Geheral Surgery, or Urology. It is

essential that the clinical component be centralized if a proper transplant surgery fellowship

‘program is to be condu,cted.l This can be best achieved by establishment of a unit to which all

transplant cases are .admitted. This should be under the direction of a qualified transplant
surgeon with continuous responsibility for teaching; quality of patient care, and research.
The director of the program should be certified by the American Board of Sﬁrgery 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.

13.  In addition, the program must provide instruction in the clinical and basic

sciences, encoinpassing anatomy, physiology, pathology, and immunology including
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hisfocompatibility 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
thebmanagement of patients requiring transplantation. Adequate facilities must also be
available for instructing the trainee in the performance and interpretation of yspecial diagnostic
techniques and instrumentations necéssary for the management of transplant patients. Most
importantly, the candidate must be“ provided wﬁh an adequate Volu;ne of operative
experience. | ’

14.  The activity of the training program must be sufficient to iﬁsure adequate
exposure to the surgical procedures applied to transplantation. To qualify for accreditation by
the ASTS, a transplant surgery fellowslﬁp program must have 75 patients available for each
transplant fellow to serve as the principal surgeon over the course of their training. In
addiﬁon,'for accreditation as a kidney transpiant training program, each transplant fellow
must perform at least 30 kidney transplants qvef the course of their .fellowshjp. For
accreditation as a liver transplant traiﬁing program, each fellow must perform at least 45 liver
transplants over the course of their fellowship. 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 duratiéﬁ 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. Prdgréms offering training in both renal and
extrarenal t'ranéplantation including multi-organ procurement'should offer at least 18 months
of clinical training, with the balance of the twb~year feHowship spent in additional clinical
work ér laboratory éxperie_nce.

15.  Typically, é fellow in the UWMC’s program works with the team for three
to six months before becoming proficient in cadaveric organ procurement. Once the

fellow is ‘qualified, the fellow then rotates on the organ procurement team with the
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surgeons. The transplant felléw is involved in the evaluation of all procurement donor
organs and manages fluids and medications after termination or brain death, along with
the organ p’roéurement coordinators. The transplant fellow alternates with the surgical
residents, assists on all living donor nephrectomies with the transplant attending. The
fellow is responsible for seeing the potential donors in the transplant clinic, evaluating the
entire workup, and discussing the procedures with the potential donors.

16.  As stated, the transplant service at UWMC is a combined medical/surgical
service under which the Depaﬁmént of Surgery contributes members from the Division
of Transplantation, including surgical attending physicians, a transplant fellow,
physicians’ assistants and others. The Department of Medicine contributes personnel
from the Division of Nephrology, Hepatology, Pulmonology, and Infectious Disease.
The liver team cb'nsists of a surgery attending physician, hepatology attending physician,
endocrinologist, transplant fellow, gastrointestinal fellow, physician’s éssistant, third-
year surgery resident, second-year surgery resident and third-year ﬁiédicir_le resident. The
UWMC transplant team performs the majority of extra-renal procurements in the Péciﬁc
Northwest, more speciﬁcaily the WWAMI Region.

17.  Each week the extended transplant service conducts a morbidity and
mortality conference, where all cases of the bn'or week are disc_:ussed'.- Following this
discussion, there are transplant grand rounds each week. Additionélly, other weekly
conferences are held, including biopsy conférences where all specimens from the prior
week are revieWed, and a radiology conference, where all pertinent x-rays of the pribr
week are reviewed. All members of the team attend weekly patient selection conferences |
for the respecﬁ\}e transplant services. On a monthly basis, there is a separate transplant
surgery research conference. In this confereﬁce, multiple studies are conducted in
transplantation and related topics are coordinated. Weekly immunology conferences are

also sponsored by the Department of Irrimunology, and attended by the transplant team.
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Through these conferences, the fellow meets with scientist,s and research ideas and
projects are discussed.

18. UWMC also provides training for transplant physiéians. Each liver
transplant program must have on site a qualified transplant physician and must have one

year of specialized training in transplantation under the direct supervision of a qualified

liver transplant physician and in conjuncﬁon with the liver transplant surgeon at a

UNOS-a;;proved liver fransplant center. - The transplant physician also must have been
involved in the primary care of 30 or more liver transplant recipients and will have
followed 30 patients for a minimum of three months from the time of their transplant
UWMC'’s Status as an Academic Health Center

19. - The UWMC is an Academic Health Center providing services to the
residents of Washington State, WWAMI and neighboring staté's. As an Academic Health
Center, UWMC provides a number of important benefits to both the local communities
and the nation. On the national level, Academic Health Centers: ’

o Care for almost one-third of uninsured patients in their hospitals (The
Commonwealth Fund Task Force on Academic Health Centers,
1997a).

e Account for a significant éhare of the nation’s specialized services,

~ such as burn units, transplant programs, and neonatal units. ,

e Account for almost one-third of national health-related research and
development funds (The Commonwealth Fund Task Forée on
Academic Health Centers, 1997a). |

o Produce approximately 16,000 medical school graduates and are the
dominant providers of graduate medical education (GME), Sponson'rig
58 percent of all GME programs (The Commonwealth Fund Task |

Force on Academic Health Centers, 1997a).
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e Gradate about 15,000 nursing‘school graduates (AmericanvAssociation'
of Colleges df Nursing, 2002). Each year, almost 40 percent of these -
graduates are prepared at the master’s and doctoral levels, representing
an impértant supply of facuity for all nursing schools (American
Association of Colleges of Nursing, 2002): |

¢ Graduate about 6,000 public health professionals annually

. (Association of Schools of Public Health, 2001).

20.  Locally, UWMC not only contributes to providing charity care for
disadvantaged persons, it also contributes to the local economy. UWMC has a si gniﬁcant
economic impact in the region each year through the direct and indirect generation of
jobs and spending in the local area. _ '

. 21.  Like UWMC, just over half of the Academic Health Centers in this
country are publicly sponsored organizations. These other public organizations are at the ‘
forefront of inedical teaching and researcﬁ. Centers, like UWMC, are valuable centers of
learning and it is imperative that their well-being be taken into account wheﬁ considering
adding additional programs to compeﬁng hospitals. It is important that any new
programé do not adversely impact programs in Academic Health Centers designed to
further treatment and research. | .

22, UWMC Transplant Services has a. vital responsibility in providing
academic‘ and clinical training of the pediatric transblant surgeon at Children’s. By
sharing UWMC expertise and resources, both clinical and research outcomes at
Children’s are enhanced. :The. existing partnership between UWMC and Children’s is
essential in maintaining our collaborative living donor and | sp}it—liver programs.
Established clinical protocols support the care of mutual donor and recipient patients.

I |
I
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The Impact of Swedish’s Proposed Program on UWMC

23. University‘ of | Waéhingtoﬁ’s Division of Transplantation Surgery is
concerned that Swedish’s program will have an adverse impact upon the liver research,
teaching and treatment. programs currently in operation at UWMC. Because of the strict
ASTS and UNOS requirements, the establishment of the liver transplant program at Swedish
could threaten the transplant fellowship program at the UWMC by depriving it of the
requisite number of livers and/or donor organs necessary to retain the fellowship. Moreover,
the development of innovations in clinical transplantation and its potential benefit to patients
will be limited, since patients transplanted at Swedish would not have the opportunity for
care at UWMC. ‘ S

24, In its application materials, Swedish alleged tha't, Washington State
residents &Vere being forced to seek services outside of the sfate, donor livers were being '
exborted to other states and the UWMC was not transplanting higher-risk patients. I
thoroughly reviewed 'the application, coupled with extensive primary and secondary
analyéis, and it is my opinion that Swedish’s ‘application raises serious doubt as to the
need for anothér liver transplantafion program in Seattle, or even in the WWAMI Region. .
Itis ﬁly opinion that the logic underlying Swedish’s application is flawed, and the data it
presents to support its case is often misleading and, in many cases, inaccurate.

25.  While one can make a case that there is unmet need to justify aﬁdthei‘ fiver
transplantation program in Washington State,'the; reality of thé situation is dtherwise.
Unlike most medical and surgical services, the real issue in liver transplantation is the
S\ipply of donor livers. At this time, and throughout the foresecable future, Washing’ton
State has, and will continue to have, an insufficient supply of donor livers to meet the
demand, let alone the; need, for liver transplantation. Given current constraints, there is
nb persuasive evidence fhat Washington State résidents are being‘inadequately served by

the existing liver transplantaﬁon services. The introduction of a competing liver
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transplant program in Seattle, or Washington would likely result in the redistribution of a
finite number of transplant procedures between two hospitals, further endangering the

viability of the UWMC’s teaching and research programs.
26. In addition, I reviewed Swedish’s estimate that 39 Washington State

|| residents out-migrated for liver transplant services in 2001 and found this number is

incorrect. I understand Swedish conceded this number is in error in its rebuttal
submission. Exact data for the United Network for Organ Sharing (“UNOS”) shows that |
in 2001, only nine Washington residents underwent liver transplants in other states.

Although the Department’s Analysis states 17 Washington residents left the state for liver

transplants in 2001, that number is inconsistent with UNOS’ data. The reason that some

of these individuals left the state for liver transplants is explained in part by the fact that
they were Veterans Administration patients who are required to go to Portland, Oregon of
liver transplant services or were residents of the Vancouver, Washjngton area who
obtained liver tranéplants in Portland. " In addiﬁon, ‘o'thers were treated by “transplant
centers of excellence networks,” common]_j used by third-party payors to.assure quality
and minimize costs, or insurance carrier agreements required the surgery to be performed
at a speciﬁc' facility. This information was given to the .Department during the review
process.l |

27.  In addition, there are no facts to suppbrt Swedish’s contention that too’
many donor livers are transported out 0f Washington State. Donor organs come in
different sizes, shapes and quality. A'Il ofgans assessed as usable, given the medical
severity of our patient population, were in fact used and account for the minimal
mortality that our patients pfesenf while waiting for organs. While being vefy critical of
the need to export locally procured livers, Swedish does not acknowledge that li\;,er_ '
impqrts aléo occur. In fact, Washington received eight in 2000, nine m 2001, and four in’

2002. Organ procurement organizatibn (“OPO”) data are available from multiple
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sources, including UNOS, the Scientific Registry of Transplant Recipients (“SRTR”),
and the Association of Organ Procurement Organizations (“AOPQO”).
 28. At no point in its application does Swedish acknowledge Iocal, regional,

and national organ sharing. Swedish appears to assume that all locaHy procured donor

livers should be transplanted into Washington residents. This is a faulty assumption.

Organ sharing is a requirement for participation in the national Organ Procurement and
Transplantation Network (“OPTN”), which is admim'stered for the Health Resources and
Services Administration (“HRSA”) by contract through UNOS. Not all locally procured
donor organs will be transplanted at local centers. The distribution system is far more |

complex. While donor livers are exported from Washington State, this is to be eXpected;

.|| given the requirements of the national Organ Procurement and Transplantation Network.
| {

All available donor livers will rarely; if _ever,v be fully utilized locally, but the sharing rate
in the Seattle-area is more favorable ‘thar.l it is nationally. Nonetheless, déspite organ |
sharing, patients who are waitlisted at the University of Washington have a much higher
transplant rate than do patients waitlisted elsewhere in the U.S.

29. In addition, ‘sometimes' UWMC does not even know an organ from a |
Washington donor is availabl¢ for transplant. For example, vefy récenﬂy I lemed from a
former colleague at the University of Pittéburgh _fhat an ofgan from é Washington donor
had left the State unbeknownst to UWMC. The organ was aliowed to leave the state in
c9ntraventi0n of UNOS rules when a staff person at a local donor fa_éility, Life Center
Northwest, made an error and offered the organ to a facility in Pittsburgh without
offering it to a UWMC patient. Similar mistakes explain Aho’w some of these organs are
“allowed” to leave the state. In response to this incident, I contacted Life Center
Northwest and am implen{enting a program to ensure that this does not happen again. A
copy of a letter from Life Center NorthWest dated July 19, 2004, explaining this error is
attached as Exhibit B. | | ‘
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30.  Indeed, no real or empirical evidence or data is provided by Swedish
suggesting that persons' with serious liver disease who might benefit from liver
transplantation are not currently being referred to the Hepatology i’rogram at the
University of Washington. A patient-based analysis is required to demonstrate thereb are
patients who do not have an opportunity to be waitlisted so as to support Swedish’s
allegation there is an unmet need for liver-related surgeri:;s and procedures. Swedish,
however, has submitted no compelling evidence to this effect. Although Swedish
maintains that its liver tfansplént program will effectively identify through its protocols

and treat what has heretofore been an unmet need for liver-related surgeries and

‘procedures, it has not identified the specific protocols it will use to do so. I am

exceedingly skeptical and concerned with Swedish’s suggestion that it will perform more
t‘raﬁsplants, and save more lives, by performing very high-risk split liver and living donor
surgeries. This is an esﬁeoially disconcerting claim considering Swedish’s broposed
program will ha{ze new, re‘latively inexperienced staff performing thésé procedures.
Notably, Swedish has- not shown the Department or UWMC its .protopols for
transplantation. In reality, Swedish will unlikelj be. able to duplicate existing services.
Its program will have deleterious consequences for UWMC and the UW School of
Medicine, as well as the community? the state, and the region.

31. E(iually troubling, the liver transplant program staffing plan SWedish
pfoposes is inadequate. A'single liver transplant surgeon is-insufficient to meet the
demands associated with the provision of liver transplant services. The employment of a
single hepatologist is equally questionable given a program that demands coverage 24
hours per day, 7 days a \;veek, and 365 days per year. At a minimum, the program should
employ two UNOS qualified liver transplant ‘surgeons and, preferably, ﬁzvo qualified

hepatologists.
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32. Swedish has hired a surgeon from Minnesota to oversee its proposed
program. This individual has not performed a liver tfaﬁsplant in at least two years and
therefore has no current working knowledge of transplant techﬁiques. Liver transplants
are one of the most difficult and complex organ transplant procedures. By way of
illustration, a kidney transplant operation generally takes about three hours, a
kidney/pancreas transplant about seven hours, and a liver transplant about eigh: hours.
See Exhibit C attached hereto, a true and correct copy of the University of Washington
Department of Surgery Division of Tranéplantation Resident Orientation Manual, p. 17

33.  The staffing plan at. Swedish should be contrasted with that of UWMC.
UWMC has six (6) liver transplant surgeons and four (4) hepatologists associated with its
liver transplant program. Besides myself, th;ay including the following individuals:

o Ramasamy - Bakthavatsalam, -M.D. (kidney, pancreas, and liver
transplantation) |
. Patﬁck J. Healey, MD (liver transplaptation)
e Christian S. Kuhr, M.D. (kidney, pancreas, and liver transplantation)
J A&am E. Levy, M.D. (liver transplantation) |
e JamesD. Pérkins, M.D. (kidney, pancreas, and liver transplantation)
N Robert L. Can'thers, Jr., M.D. (hepatology)
o Kiis Kowdley, M.D. (hepatology)
e Anne Larsoﬁ, M.D. (hepatology)
o Bruce Tung, M.D. (hepatology) A
| 34.  Without question, UWMC’s liver transplant program is adequately staffed
to meet the complexities of patient e\"aluation, the uncertainties associated with the
timing of liver transplantation, as well as the rigors of postoperative medical and surgical
patient caire, is able to provide all state-of-the-art surgical transplaht options including

split liver and living donor procedures and is on the cutting edge of transplant innovation.
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35, Attached hereto as Exhibit D is a true and correct copy of the Application

for Renewsl of ASTS Accreditation,
¥ declare ﬁndcr penalty of perjury under the laws of the state of Wéisbjn.gton that

the foregoing is true and correct, S
Signed this L Dday of July, 2004, 2t LIS  PUA Chicasp, TL.

Qmw/?%
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SUPERIOR COURT OF WASHINGTO& FOR THURSTON COUNTY

UNIVERSITY OF WASHINGTON
MEDICAL CENTER, No. 04-2-01506-2

Patitioner, | DECLARATION OF JAMES D. PERKINS
. IN SUPPORT OF PETITIONER'S
v. 4 - | REQUEST TO ACCEPT ADDITIONAL
| | EVIDENCE OR, IN THE
WASHINGTON STATE DEPARTMENT | ALTERNATIVE. REVIAND TO THE
OF HEALTH. DEPARTMENT OF HEALTH CON
PROGRAM TO TAKE ADDITIONAL

Respondent. | EVIDENCE

1, James D. Perkins, M.D., hereby declare as follows:

L. [ am a medical doctor and surgeon specializing in liver ransplantation,

which includes donor organ transplants as well as split liver, cut-down liver. and living

donor surgeries. 1 was the Director of Transplant Surgery at the University of

Washington Medical Center (*UWMC™) from 1989 to 2004 and am now'the Vice

Chairrnan for the department of surgery at the UWMC and a Professor of Surgery at the

University of Washington School of Medicine (-U'W School of Medicine™). I was also

the Program Directo.: for UWMC’'s liver transplant fellowship program from the mid

1990°s to July 2004. I am a UNOS qualified liver wansplant surgeon and have been

performing liver transplants since 1983, I have performed over 900 liver ransplants.
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including 14 spliﬂliver transplants. one living donor, and several cut down liver
wransplants, all at the UWMC. T bave also served on numerous committ'ee's associated
with liver transplantation for the United Network for brgan Sharing (“UNOS™).

2. I have reviewed the reburtal submission (“Rebuttal™) from Swedish
Medical ‘Center (“Swedish™) and can refute much of the information contained in it.
However, during the adjudicative proceeding on this matter. [ was not allowed to testify
about some erroneous, overstated, and' disparaging statements that were made in the
Reburtal because of qﬂmgs made by the Department of Health's Law Judge. If allowed,

[ would testify as follows regarding these statements in the Rebuttal.

a. Swedish states in its Reburtal that the reason the number of Wa.éhington

patients who “out-migrated” for liver transplants in 2002 was Iess} than the 39 patients
Swedish included in its Application was becausé there is a‘ group of people “falling
through the cracks™ that are not reflected in data. In support of this statement. Swedish
says there must be people “falling through the éracl;s” because (1) Washington has a
higher rate of incidence of liver disease compared to the national rate: and (Z) part of the
appropriate recipient population was never identified because these people. “were never

given the opportunity to receive a transplant within Washington and did not have the

Swedish then

'

knowledge and/or resources to seek alternative opinions.™ RR 604.

concludes that these stated reasons are correct and proceeds 10 set forth a series of

! Nombly, Swedish changed the year it used for comparison of out-migraion statistics from its Applicatica -

to its Rebumal. In its Application. Swedish cites statistics from 2001, but when forcad i concede thar 59
people did not leave the state for transplants in 2001, it cited the cut-migration statistics from 2002 because
that.vear |7 persons left the state for transplants, which was closer to the 39 patients Swedish calculated in
its Application. Actually. only nine patients left the state for ransplants in 2001. Moreover, Swedish did
not dispute that those nine patients out-migrated for transpiants for reasons other than a lack of access to

UWMC's program or inability 10 receive a transplant at UWMC.
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"inaccurate and wholly

charts, obtamed from CDC/NCHS, a nationally recognized source, ¢

‘Dr. Mark’s included the northwest in his d

“the results if one 1ool~.s at the “western states™.

northwest is remarkably different fr

ly fabricated allegations to bolster its claims that there is a large

unmet need in Washington for liver transplants and that its program will provide

rransplant to these patients “falling through the cracks

"Current accurate statistics show that rate of incidence of liver disease in the

Pacific Northwest, and the WAMI region. is less than the re

to provide the attached charts showing the national death rates from liver disease. These

learly show

Washington's population is 51=mﬁcantlv lower than the national average for liver disease.

efinition of the “western states” and asserted-

that since the “western states” have a higher incidence of liver disease, so must the

Northwest. As is clear from the charts, the incidence of liver disease in California,

Arizona and part of Nevada is signiﬁcantly hjgher than the national average. which skews

However, the rate of liver disease in the

om that in the southwest. 'I'h.ts reputable navonallv

through the cracks".

b.  Swedish also claims that the e must be people falling throuOh the cracks

because Washington has a high Asian and Asian-Pacific Islander American population

that is more prone to liver disease. Inexplicably. Swedish concludes that the Asian and

Asian-Pacific Islander American populati

liver disease in Washington as set forth in the artached charts. There is no reason 0 think

that is true: all population groups were included in this analysis. Swedish then

compounds this error by stating that since Washington has more liver disease than the
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‘regions and are therefore

national average. there must be Asian and Asian-Pacific Islander Americans in need of

transplants who are “falling through the cracks.” The clear inference is that UWMC’s

program does not transplant a propomonal number of Asian and Asian-Pacific Islander

Americans and that this population is therefore underserved. RR 603 — 606. Swedish

obviously did not review the ransplant statistics for Asian and Asian-Pacific Islander

Americans who received transplants at UWMC. Had Dr. Marks reviewed this data. he

would have found that 7.6 percent of the transplants performed at UWMC were on Asian

and Asian-Pacific Islander American patients compared to the national average of 4.3

percent (RR 461). Swedlsh s own Reouttal statistics state that Asian and Asian- Pacific
[slanders represent 5.9 percent of the population while this same group represents 3.7
percent of the United State’s population. Swedish's Rebumal. however. just omits the
fact that UWMC transplants a higher -perceﬁtage of Asian and Asian-Pacific Islander
Americans than the percentage of these populations in the state. and far more than
nationally. Swedish’s Rebuttal arguménts on this issue are nbsoiutely false.

c.  Swedish's Rebuttal artempts to “quote” me as stating that UWMC will not

decision adopts this quote without ever asking me, or giving me any opportunity to refute

this “quote.” I did not make this statement. UWMC can and does perform living donor.

split liver, and cut down liver wransplants. There are no program restrictions on these

procedures at the UWMC.  stated at the mesting referenced in Sw ed'sh s Reburtal that

the UWMC does not perform these cutting =dge procedures uniess absolutely necessary.

We are fortunate in this region to have a greater supply of donor organs than other

able to wait for an excellent donor organ and patient match.
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However. when a patient is too sick to wait and the appropriate circumstance is

presented, UWMC does perform these procedures. Swedish infers that these curting edge

procedures should be performed routinely, which would not meet the standardvof care for

this community. These are extremely difficult and risk}i procedu:es and UWMC is

unwilling to expose a patient to the additional risk if a suitable donor organ is available.

Swedish’s statement is also disingenuous because it knows that UWMC

performed the first living donor, in conjunction with Children’s Hospital in 1999. As

stated, I have also personally performed 14 split-liver transplants, one living donor, and

several cut down hver transplants, all at the UWMC.
d. [ have reviewed the pronosed staffing for Swedish’s proposed lwer

transplant program and, based on my experience and expertise. it is absolutely my

ion that Swedish’s program will not be able to perform these high risk cutting edge

pi'ocedufes with théir limited staff. In fact, the staffing levels of one UNQS qualified

liver wansplant surgeon and one UNOS qualmed liver transplant hcpatolocust is

1nadequate for any liver transplant program, especially 2 start-up program like Swi echsh is

proposing. Any prooram staffed by only one rmnSplant surgeon and one hepatoiogist

cannot cover the needs of 2 24 hour - 7 day a week liver transpl'am program. A liver

transplant program must have this 24/7 coverage because of the need 10 transplant

immediately when an organ becomes available; the extensive pre-and post-operative care

necessary for these very sick patients; the selection procedures and office visits required:

administration responsibilities; and responsibilities associated with procuring and

determining compatibility of the donor organs that are offered. A program with such

limited staffing will only be able to perform selected_li‘mited‘ transplants. which will
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impact the development of physician and team expertise and run the risk for poor

outcomes, or few transplant opportunities for patents seeking care at that program.

e. Swedish tries to create the impression that there is a large underserved

group of patients that are denied access to UWMC’s wait list because UWMC's wait list

protocols are too restrictive which results in their waitlist being “too short”. This is

absolutely false. The wait list criteria used by UWMC is universal; it is wholly consistent

with other UNOS transplant programs across the nation. If Swedish were allowed 1o

implement its program. its wait list would contain the same criteria.

- However, the number of patients on the U"WMC waitlist is smaller compared to

similar regions. This is not the result of overly swict criteria as stated above but rather a

result of a combination of other factors. Ore of those factors is that UWMC twansplants

patients at a significantly higher rate than the rest of the country.

introduced current UNOS data confirming those statistics. The result of that higher

transplant rate is that patients move off the list at 2 higher rate and the waitlist in shorter.

A collateral result of this high transplant rate is the corresponding reduction in the

demand for more risky transplants such as living liver and cut down liver wansplants.

With a shorter waitlist. the UWMC can better match patients to the pool of donor organs

that are available and the need to perform more radical (and risky) procedures is

diminished. j
More importantly, the length of a wait list has more to do with timing than

access. Some programs wait list patients earlv. even though they have very low MELD

scores and are not ready for a transplant. Itis only when a MELD score reaches 15 thata

patient will receive greater benefit from a ransplant than not having the ransplant. This
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MELD 15 benchmark is recognized by liver transplant programs throughout the United

States. The addition of a second program will have no impact on the length of 2 wait list
at UWMC or Swedish. A review of the extwremely variable lengths of transplant

programs’ wait lists illustrates this well. In the public hearing, UWMC submitted an

exhibit that showed programs’ wait list lengths ranged from under 100 patients to well

over 400 patients. What is important is the time to transplant, survival rates, and quality

and ekpericnce of the physicians and transplant tearms.

f. Swedish extensively criticizes UWMC’s performance as a liver transplant

program and bases this criticism on a claim that UWMC’s three-year survival rate is

lower than that at peer institutions. This criticism is completely unfounded. The

statistics used by Swedish are cherry-picked and do not make a complete or fair

comparison. Actual data of all academic health center programs, and in fact, all

programs, Shows UWMC's survival rates are at or above the national average.

Additionally, lookmo at a single vear’s survival rate can be misleading since liver

transplant programs may have some difficult cases in a given year that distort that vear s

three-year survival rates. Programs that are performing the more risky procedures will

also have lower survival rates. UWMC’s survival rates are excellent, especially when all

these contributinc factors are considered.

The other factor to be considered when assessing 2 panent s survival while in a

liver transplant program is the survival rate while waiting on the waitlist. Again, since

the UWMC transplants patients significantly faster than the rest of the country. the

waitlist survival rate at UWMC is significantly better than the rest of the country.
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Considering both of these factors, the survival rate after wansplant and the

survival rate while on the waitlist. the statistical result is that UWMC has a much higher

percentage survival rate at all measured tme points following listing. Unos statstcs

confirm that conclusion and indicated that the overall survival rate for the UWMC"
program is significantly better than the rest of the country.

g. A second liver transplant program located six miles from UW \/IC would

be very harmful to the UWMC’s program. Liver transplant programs are Iinlited by the

number of donor organs available. A second program would create competition for this

limited resource. That covmpetition would severely hinder the abiliry of either program to

match the best’ patzems with the best donor organs for them..
Swedish does not even address the fact that Oregon Health Sc1enc=s University

has a liver wransplant program in Portland thus creating choice for those in the northwest

who live closer to Oregon. If treatment choice is a factor for patients, a new program is

not required to satisfy that need.

In addition. a second program would draw patients' from the training and research
done by the UWMC program and could jeopardize the fellowship programs at the

UWMC. There is no need for a second liver transplant program in Seattle.

[ declare under penalty of perjury under the laws of the state of Washington that

the foregoing is true and correct.

Signed this 1S _ day of December, 2005, at Sea+H<  Washingron.

QD QusND

Jarr(fs D. Perkins, M.D.
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Iﬁj EXPEDITE

Hearing is set
Date:_December 23. 2005
Time:_9:00 a.m.
Judge/Calendar: Tabor

SUPERIOR COURT OF WASHINGTON FOR THURSTON C OUNTY

MEDICAL CENTER. | No. 04-2-01506-2

etitioner. DECLARATION OF JORGE D REY ES.

o N MLD.. IN SUPPORT OF PETITIONER'S

V. - 'R.EQLEST TO ACCEPT ADDITIONAL
| EVIDENCE OR. INTHE

W ASHINGTON STATE DEPARTMENT | ALTERNATIVE. REMAND TO THE
DEPARTMENT OF HEALTHCON

OF HEALTH.
‘ . PROGRAM TO TAKE ADDITIONAL
Respondent. | EVIDENCE

SWEDISH MEDICAL CENTER.

Intervenor.

I Jorge D. Reves M.D., herebv declare as follows:

1. I am the Chief of the Division of Transplant Surgery at the Lm\ ersm of
Washington Medical Center ("UWMC™), Director of vTrans;;lanl Services for Children's
Hospital and chional Medical Center (“Children’s™). and Professor of Surgerv at the
L?rii\'ersity' of Washinf.ztou School of Medicine (“UW School of Medicine™). Ioversee all
solid organ transplants performe—rﬁ at UWMC, which include liver. kidney. and pancreas
transplants.  also oversee and s'upefvise the transplants that are performed at Children’s.

which includes both liver and kidney transplants.

DECL OF DR.REYES IN SUPPORT OF REQUEST ! | BENEDICT GARRATT PLLC
) 12335 Fourth Avenue East Sunte 200

TO ADMIT ADD'L EVIDENCE
Telephone: {360) 2363858

Otympia. Washington 98506 {} £ {3

Facsimile: (360) 9453-4427



A w0

(9]}

O o0 ~ O

9.
-

2 In my previous declarations, I set forth my educational medical training

-

and experience.
at Harvard Medical School and general surgery wraining at New York Medical College in

New York City. [ did my fellowship in mmsplahtation at ﬂlg: University of Pittsburgh

Medical Center with Dr. Thomas Starzl. Dr. Starzl is considered the pioneer of

transplantation and the Pittsburgh Transplantation Program is considered one of the best.

| transplant programs in the United States. In 1989, I became part of the faculty at the

University of Pinsburgh where I did mosﬂy adult liver transplantation and some adult
kidney transplants. In 1991. 1 began performing pediatric liver transplants and for about

five or six years thereafter, combined adult and’ pediatric liver transplantation. In 1994. 1

and others at the me e"sm of Pirtsburgh began working to develop mtesunal and mulu- |

organ transplants. I also worked mth deuelopmg lmno donor proerams in PmsburOh

initially for children and then for adults. and the split-liver transplantanon program. |

was promoted to a professor of suraen and became the Director of -Pediatric

.Transplantanon at Children's Hospital in Pittsburgh from 199* unnl July 2004, 1 began

my current directorship at UWMC on July 5. 2004. I c_ontmue to perform both adult and

pediatric liver transplants and am implementing an intestinal ransplant program that was

| recently granted a certificate of need by the Department of Health (-Department”).

3. [ 1estified at the adjudicative proceeding, appealing the Department’s

issuance of the certificate of need to Swedish Medical Center (~Swedish™) but because of

rulings by the Health Law Judge ("HLJ™) was unable to testifv to certain crucial mauers

raised by Swedish in its rebuttal submission (* Rebunal ). For example. [ was askad to

explain the American Soc1etv of Transplant Surgeons ("ASTS™) standards for liver

transplant fellowship programs. I know these standards well since both UWMIC and the

University of Pimsburgh Medical Center are academic health centers subject to the

standards. Additionally. UWMC was approved by ASTS for two liver transplant fellows
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in the fall of 2004, which required compliance with both the ASTS and UNOS standards

for liver rransplant fellowship programs.

[ began to testify that | am uniquely aware of ASTS and UNOS patient volume

standards because LW\/IC has to maintain those numbers or the fellowship will be

canceled. Transcrxpt of Hearing (1/27/01 ). pg. 133. [ also began to explain that a liver

transplant fellow must foliow 75 transplants patients. [ was not allowed to complete this

testimony because the judge ruled that the ASTS standards were not part of the record.
even though the UNOS criteria referenced the ASTS standards. Had [ been allowed to

fully tesntv [ would have explained that A.STS requires a transplant fellow to be the

prirnarv surgeon or the first assistant on 75 transplants ~ 43 liver transplants and 30

kidney tmnsplams over a two-vear period. As set forth at lenoth in UWMC’s Application

for Renewal of ASTS A.ccreditauon as an Approxed VIultx-Orvan Tramplant Fellowship

Program (artached hereto as Exhibit A), each of these fellows must also perform at least

70 liver procurements as primary surgeon or nrst assistant over the two-vear period.
Additionally, each liver transplant fellow must have a current working knowledge of liver
tranSplantauon mcludm0 the rnanacernent of patients with end-:,t:'.ge liver disease.
patient selection, donor selection, histocompatibility and’ tissue nvping. pre- and post-

operative care, use of immunosuppressive therapy. and interpretation of allographs,
biopsies. and ancillarv tests for liver dysfunction. |
In my opinion. a liver transplant fellowship program must have at least 120 |

surgeries to afford the program the volumes and flexibility necessary to allow two

fellows to meet the UNOS, ASTS and UWMC program requirements. This is because it

is not appropriate for fellows 10 commence their training by performing surgeries on

more difficult patients. Smce fellows have all the responsibilities described above.

timing of appropriate surgeries can become difficult. A fellow must also comply with the

ASTS and UNOS organ procurement requirements and research requirements.

3 BENEDICT GARRATT PLLC
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In realitv. however. a fellowship program requires far more than just patient

volumes. As experience and qualificatons dictate. fellows may perform a liver transplant

as the primary surgeon. but this is always jointly with a UN’OS—qualiﬁed and ASTS-

certified transplant surgeon. Typically, a fellow becomes proficient in kidney and

pancreas transplantation within the first year of the fellowship and in the second year

gains proficiency in liver transplantation.  The liver transplant fellow has some

respon51b111tv for all transplant cases for the two years of the liver transplant fellowship

prograrn. In addition. a fellow is respoasible for consultatlons. organizing the operating

room tor all vascular access cases. and is either the primary surgeon or first assistant for

all vascular access Cases. _]omth with the artending transplant surgeon. The fellow must

also artend core lectures Wthh include transplant unrnunolom hlstocompanbllm. and

immunogenetics. [n addltlon. the transplant fellow must artend crrand rounds where

lectures on immunoqenetxcs and histocompatibility are given- and each fellow is

encouraged to spend time at the tissue typing lab and work on specific projects.

A fellow must also undertake a research program and Wwrite tWo papers Tvpical

fellowship research has included histology of biopsies. diagnosis of rejection, - tissue

martching, and transplantation and studies to increase the quality of organs. The fellow

usually presents this research at regional and narional meetings and is encouraged 0

submit the papers for publication. - Thus. a two-year liver transplant fellowship program
has numerous components that have their own time demands. The program must have

sufficient surgical volumes to give the program the flexibility necessary to complete all

the requirements.
[ also was not allowed to testify to other information contained in
25. 2004

4.
Swedish's Rebutial because the HLJ restricted my testimony t0 November

because, as [ understand it. that was the date the judge decided my testimony became

relevant. since that’s when I interviewed for 'm_v position with UWMC. Had I been

BENEDICT GARRATT PLLC
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allowed to testify without this restriction. [ would have offered testimony to refute the

folldxving. portions of Swedish’s Rebuttal.
a) I anended the hearing and heard Dr. Marks testifv that he had

prepared Swedish’s Rebuttal. Dr. Marks is not a liver transplant expert or a LNOS-

|| qualified liver transplant surgeon: he has not been responsible for a liver transplant

other fellowship prb’gram in an .

program. 2 liver mansplant fellowship program. or any

academic health center. Additionally, Dr. Marks does not have expertise in determining

whether a donor liver is acceptable or compatible with pauents on UWMC's wait list.

Dr. Marks testified that he had never even reviewed UWMC's partient wait list criteria

and has not reviewed UW.\"IC'S transplant. patient protocols. However. the Rebuttal

makcs statements that criticize LWMC's proqram wait list. and protocols at Ie'mh In

my opinion. Dr. Marks, 2 kldne‘« tra.nsplant surgeon. is not qualmed in the area of liver

transplantation. Liver transplant surgeries are far more complex at all levels of care. pre-

transplant, transplant, and post-transplant: Because of Dr. Marks” lack of expertise. there

are gross inaccuracies in the data that was included in Swedish’s Reburtal

b) Dr. Marks asserts that LW\IC s transplant wait list is too short. in

comparison to other transplant centers and that this is an mdu.anon that there are patients

who are ~falling throu_h the cracks™ and not receiving u-ansplants (RR 599). This again

illustrates Dr. Marks" lack of understanding regarding the wait hstmo process for liver

transplant patients. Liver transplant patients are listed under 2 recently instituted MELD

scoring system. \IELD scores are not given to kidney r_ranbplant patients and therefore

Dr. Marks has not had any personal working experience with assigning patients MELD

scores or how sick those patients are at each MELD score level.

Dr. Marks states that he has ne#er seen the UWMC's wait list or the wait

\st criteria and. at best. his opinions are therefore based on literature and his aining prior

b coming to Swedish more than 13 years ago. Dr. Marks also states that UWMC is
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nwilling to place high risk patients on its wait list. This is also simply untrue. Dr. Marks
Hoes not have a working knowledge qf liver transplantation procedures to make these
insupported sweeping statements. "I would therefore put no wei‘ght on his opirﬁon
*ega.rl:ling UWMC's program and how it cornparesv with its peers. ‘

c) UWMC'S wait list criteria is the same or similar w0 other liver
transplant programs in the United States. Dr. Marks apperently also does not understand

that liver transplant wait list criteria are basad on exclusion criteria that are very specific

because they are stipulated by UNOS. In fact. UWMC. like the other transplant

programs, does not wait list patients who are high risk for tolerating the procedure; who
may have irreversible neurologic problems: a previous history of malignancies; severe
ischemic heart or disease; or uncontrolled pulmonary hypertension. The criteria also

exclude patients with untreated infections. active substance abuse. history of non-

Since there are never enough donor organs to provide transplants for all patients who
need new livers. the UWMC mustvcareﬁ.xlly select patients and appropriate donor organs
for those patients 10 obtain the best results. The unfortunare uth is that for every patient
who receives a liver transplant, another patiem does not and may diel |

d) In my opinion, Swedish’s Rebunal is advocating thar UWMC
become a center that takes h.l.h risk patients and places marginal livers in those patients
because this would give more patients a chanc. for survival. What Swedish does not
disclose is that this tvpe of pracnce has been the source of great controversy. and concem
and has recently led to a conaressmnal probe into organ transplant centers. See Exhibit
B. ‘UNOS likewise has been concemed because cerain canters have taken high risk
patients and knowingly transplanted them with marginai organs. and then the araft fails.

Once the gr:m fails. the patient is placed in a life-threatening situation. which gives them

a Status 1 MELD score and thereby makes them a candidare for the next available liver.
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UWVMIC does not and will not operate its tmnsialzmt program in this manner. Moreover. if
Swedish is proposmo to operate a liver transplant program that takes high risk patients
(Dr. Marks refers to them as sicker patients). then [ would have serious patxem care and
ethical concerns regarding Swedish’s program, especially as a new startup program.

¢) Dr. Marks suggests that UWMC is not transplantmo high risk

(sicker patients) because UWMC's MELD scores show that most of its patlents are
transplanted with MELD scores between 11 — 20 and 21 = 30. Whar Dr. Marks fails to
understand is that patients with these MELD scores of 15 or above are very sick patients.

A MELD score of 15 means that for a particular liver graft. there is a mandatory local and

regional requirement so those patients receive an opportunity for a donor liver before that

liver can be shared with any other region. A patient with a high MELD score. 531 -

Status 1. means the patient is verv sick: transplantauon in this score range is done

routinely at the LWMC. .
Dr. Marks relies heavily on Table Il in the Rebuttal in an attempt to show
the UWMC'’s \IELD scores are sxomﬁcantlv lower than its peer instituti

to testify that thlb wmble reflects patients MELD scores at the time ot h:nna and does not

reﬂect the patxents MELD scores at the time of transplant If vou look at the MELD

scores of UWMC patients at the time of transplant. the MELD s\.ores are significantly

higher. and comparable to mOSt university rra.nsplamt centers. This again illustrates Dr..

Marks® lack of expertise in dealing with MELD scores. UWMC compares very favorably

and. in fact. transplants as sick or sicker patients than the national average. and does so

more quickly and with berter surv val.
f) Dr. \/[arks also states that LW\IC does not perform living donor

liver tranbplants on Washington residents. This is untrue. UWMC not onlv has

performed living donor transplants. it also per'forms split liver and cut-down or reduced

liver transplants. These more cutting edge surgeries. however. should only be undertaken

BENEDICT GARRATT PLLC
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when donor organs are not available and a patient needs to be transplanted relatively

quickly and must be done by surgeons with expertise in this area. In my opinion. given

Swedish’s CON proposal. it would be dangerous for Swedish’s startup program to

perform split liver. living donor, or cut down liver transplants. Swedish does not have an

experienced liver transplant team 1o undertake these complex procedures. In fact.

'Swedish’s program would not even qualify under the UNOS criteria 0 perform living

donor transplants because the UNOS criteria requires two UNOS-qualified liver
transplant surgeons who have undertaken 2 minimum of 20 major hepatic resectional
surgeries (to -incluae living doﬁor operations. splits. reductions. resections. etc.). seven of
which must have been live donor procedures over a minimum ot;‘three yeax;s and a
maximum of five vears. (RR 96’) ‘Swedish has told the Department that its program
will only be staffed bv a single UN OS-qualxﬁed liver trunsplant >ur2eon and a single liver

transplant hepatologist for at least the first three — five vears of its program.- Therefore.

Dr. Marks® assertions that Swedish’s liver ransplant program will provide transplants to |

people falling through the cracks because UWMC’s program does not perform ;plit liver.

cut down, or living donor transplants is false and again reflects his lack of understanding

regarding liver transplantation. If Swedish's program is going to undertake these rvpes of
transplants as a startup procram I would have serious reservations regarding the safety of
patients and questlon whether UNOS would even certify the provram

g) Dr. ’VIarks also states that data regarding donor organs indicates

UWMC is urning away too many usable organs. As stated. Dr. Marks is not qualified 1o

make statements regarding whether any particular organ should have been transplanted in

any patient on UWMC'’s wait list. Nevertheless. Dr. Marks states that he collected data
throutvh his Life Cemer Medical Directorship which showed that all but one of UWMC’s

exported organs "Vvorked and these organs could therefore have been transplanted in
Washington patients. Having heard this testimony. [ have since followed up with Life
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1t 15 not hard data and is clearlv not scxennﬁcal

Center Noﬁhwest and have asked staff. Suzanne Ball. what dara Dr. Marks was

referencing. My concern was that if ths data did exist. as the head of UWMC's

transplant program. [ would want to review it. [ was told that Life Center does not collect

data reoardmo the survival rate of grafts from expo

cted is ad hoc. The only ~data” collected is acmalh a

rted organs that have been

transplanted. The data that is colle
ne call from Life Céntcr staff to the hospital where the organ was sent 10

the patient. There is no

single telepho
ask whether the liver functioned at the time it was placed into

documentation as to who made the call, what was .asked. or who from the rempxem

hospital stated that the organ functioned. Thus. the data to which Dr. \Iarks restified is

nothing but anecdotal information; which in no way reflacts the ~function”™ of the organ:

lv alomncant because it does not mclude

the collection of lab work, blood tests, or the following of 11\ er function | after transplant

At the present time UNOS is trving to develop means by which such information can be

collected, however. it does not. exist toda\
Additionally. in listening to Dr. Marks’ testimony. it is apparent that he

does not-understand that referring to whether a liver - ‘worked” is not a valid reference in

liver -transplantation. No data is collected on liver function following a transplant

anywhere in the United States. At best. the data collected is based on patient survival

rates. which does not tell you anything about how the graft functioned once

was transferred o the ICU, or for'any given time after the wansplan

the patient
t. A patient’s survival

is dependent on a variety of factors. According to Dr. Marks. an organ “works™” if there is

liver function following transplant if when the clamps are removed. the liver became pink

- therefore immediate function. In other words. the patient did not dxe when the liver was

transplanted but left the OR and was placed in the ICL. Bevond the ICL. no further data

is collected.
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Further. UWMC’s organ export rate is at the national average as Life

Center staff stated in their letter to the Department of Health. which is in the record. If

the Court has anyv concerns with regzird to my assessment of the testimony by Dr. Marks
and the above statements in Swedish’s Reburtal. | would ask the Court to obtain an
independent liver transplant program direcfor and surgeon to review the data to verify
UWMC's use of donor organs is not inappropriate.

| h) Dr. Marks makes numerous statements regarding L-'WMC s
performance in cofnparison to some of its peer academic health centers. It is difficult to
address each of Dr. Marks™ statements because he uses different academic health centers
and hospitals as comparisons in different charts..depending on which centers or hospitals
will make his poin;t I have spent my ent:i‘re_ career in academic health centers and despite
ruling. I believe I am qualified to testity regarding academic

the Health Law Judge's

health centers and their liver transplant programs. Had I besn allowed to testify

regarding my knowledge of academic health centers. and UWMC’s reputation among
these centers, [ would have béen able to explain in detail why UWMC has an excellent
program. Its program has been well.staffed and funded and has been fortunate to bé
located in a region whére more people donate organs than in other areas of the United
States. Thus. UWMC is able to transplant its patients much faster than its peer academic
health centers and hospitﬁl transplant programs. UWMC's survival rates are at. or above,
the national éverage.v ' -

3.
would have also testified in further detail regarding the staffing levels of Swedish’s
proposed program. Based on mv experience in li#‘er transplant programs. Swedish’s
program will not be adequately staﬁ'ed with a single UNOS- quahned liver transnlam

surgeon (to be hired) and Dr. Marks and/or Swedxsh other kidney transplant surgeons.

Dr. Florence and Dr. Precht. Dr. Marks does not have the expertise to perform liver
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tmnsplant surgeries. nor docs Dr. Florenc. Both are kidney transplant surgeons. which

was pointed out at the hearing. However. Dr. Marks apparently believes that he can

become proficient as a liver transplant surgeon by acting as the first assistant to the liver |

transplant surgeon to be hired. Such limited expemse is not  what the people in this

community, state, and region need.
Dr. Precht is also not a UNOS-qualified liver mansplant surgeon because.

contrary to Dr. Marks’ testimony, he did not complete a liver ransplant fellowship. Dr.

Precht attended the University of Cahfomla. San Diego Medical Center and participated

in their pediatric abdominal organ transplant surgery fe {lowship program. He did not

participate in a liver traﬁsplant fellowship program because San Diego Medical Center |

did not have a’ L\OS qualmed liver tmnsulant ‘eilou Sh.l"- program at that tme.
The Health Law Judge also did not aLIO\\ me 1o tesuﬁ reoardmo the

number of fellows in UWMC’s program. UWMC's liver ransplant tellowshlp program

There are only a handful of liver transplant

is very highly respected nationally.
by ASTS |

fellowship programs in the Lmted States. and very few Ha\e been authorized

and UNOS for two fellows. I.romcalh ‘the CON Progam’s analwvst assumed (without

ever asking) that UWMC only had 2 single fellow. UWMC was in the process of

becoming approved for the second fellow while Swedish’s application was under review.

Further. at the time Swedish submitted its applicatidn. UWMC was perfomﬁng

approximately 80 liver transplants per vear. A
the increase is necessary to adequately support UWMC's two fellows.
In addition, the Depanrnem and Swedish have never considered the

unpact on GWMC’s chmcal proaram UWMC's liver trarispl:mt program also must

e that its UNOS quahhed surgeons can maintain their skill le\e‘s by having an

Jowed. [ would have testified that our

ensur

appropriate volume of transplants. If [ had been a
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transplant hepatologist. in my opinion. will receive inferior care.

clinical program’s seven transplant surgeons should annually perform approximately 20

liver transplants in order to maintain skill levels.

6. In contrast to UWMC's program. Swedish’s program will be severely

understaffed because it plans to have a single liver wransplant surgeon.
receive transplants at a program with a single liver ransplant surgeon and a single liver
A liver wansplant

program must bc a 24-hour, seven-day-a-week program. 363 days per year, and with one

qualified surgeon and only one qualified hepatolocnst avmlable. there is not sufficient

coverage. These types of problems have caused proorams to turn away oroans and

patients and in some cases. programs have even besn terminated. As an example. the

University of Cahtorrua [rvine Liver Transplant rogram was unable to hire 2 full-time

liver transplant surgeon for over a year and was rorced 0 close its procrram In the

interim. patients who had been wmr listed died while the program turned down scores of

organs that might have been appropnate for transplam. The situation at the meersn} of

Caleomm Irvine was the ‘.atal\st for the conoress‘onal probe into organ transplant

centers. Adding another liver mansplant program six miles away trom LW\/IC is

therefore more than just disconcerting.

Swedish’s proposed. liver transplant program will likely result in mediocre. care of

patients. o
Swedish's plainly inadequate coverage and 1hé impact on TWMC’s clinical.

fellowshxp and research proora.ms should have be°'1 a great cause of concérn for the

Department of Health but was never addressed. Patient safety and the maintenance of a

state-funded medical program should have besn a paramoum concern for the Depanment

of Health. UWMC has spent enormous resources to build its reputation and programs.

and in my opinion. Swedish’s new program will have an exremely adverse impact it

allowed to operate.
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MR. HUYCK: Thank you, Doctor.

As we go down the list and accept the comment
from those of you who have attended today, you can probably
go ahead and speak from where you’re sitting. These
microphones pick up fairly well. If you;re mére
comfortable coming up to the froht, it doesn’t matter to me
one.way or the other where you choose to speak from.

Also, if you have written copies of your comments

that you’d like to turn in for us to have a hard copy of

that, I’'ll go ahead and take that after you have finished

speaking.
First person on the list today is Dr. Edward
Waller, or is that Walker?
- DR. WALKER: Walker. I subm;t on behalf of
the institution) our oral response to the proposal.

MR. HUYCK: Thank you.

DR. WALKER& I'm here today representing on
two rolés,within UW Medicine; first as medical.director of
our medical center, aﬁd secéndly as aésociaté dean for our
school of medicine. My message this afternoon is simple
and straightforwafd: approval of the certificate of need
would seriously interfere with our ability to carry out our
state—mandated mission.

As médical director, I lead one éf.the most

remarkable medical staff organizations in the world. We

.. 13
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are a gquaternary academic ﬁedical staff, that is, our
mission is to éaré for the most complicated pqtients in the
region. Since 1989, our liver transplant service hés done
over 800 transplants; we have the 18th largest program in
the nation.

Such care is ektraordinarily expensive, time- -

consuming, and resource intensive. We’ve invested heavily

- over long periods of time to have the appropriate

infrastructure, to safely care for these andAother
remarkably complicated patients. We are a 24/7, full-core
press operation wiﬁh the necessary professionals,
resources, and commiﬁment‘to earn the U.S. Newé rank 10th
best hospitél in the nation.

As associate dean for the school of medicine( I
also maiﬁtain our focus on educational and research
missions; We exist primarily tq train the next genefation
of physicians and wé are very clear abéut,ouf traiﬁing
needs. | |

Tﬁere ié a wéll~establiéhed‘correlation between
volume of cases and higher quality outcomes, and we are
increasihgly held to external standards:such as thése put
forth by thé Leapfrog group,‘tq achieve.these volume
benchmarks. * We cannot allow the dilution of our training
volumes to weakén thé programs that foster ¢linical

excellence.
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Furthermore, our trainees and those that teéch
them are additionally subject to naﬁionally benchmarked
éducational-requirémentsvthat specify how many cases are
needed to certify their competeﬁcet As the only medical
school for a five-state region encompassing the quota of
the land mass of thé United States, we have no choice but

to vigorously defend the volumes you require for training;

We do not agree there are enough patients for two programs

without seriously impairing our educational mission.
In summary, our Liver Transplant Program is a
unique regional resource that cannot be duplicated or

shared without serious degradétion to our state health care

‘mission. As a quaternary academic medical center we live

in the most expensive sector of the health care industry;

an issue that should be not duplicated unnecessarily.

This is not an issue of consumerism and choice,
it is about the rational distribufion of‘inqreasingly
scarce resources and the preservation of rapidly
dimihishing health care dollars at a time whén we, as a
state, tell too many of our citizens that they cannot
obtain basic.health care.

As a public‘institution, we vigorously embrace
both our duty to teach the next generation of physicians as
well as our obligation to maintain the safety net ahd.

provide the higheét quality of care in the region. Please

15
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help us maintain the integrity of this important public
service by supporting our state-mandated mission of
teaching through the provision of quaternary medical care.
Thank ?ou.
MR. HUYCK: Thank you, Docﬁof.
Nekt is Robert Carithers[

MR. CARITHERS: I'm Robeft Carithers, the
medical director.of (inaudible) over at the University of
Washington. I‘ve been'working in liver transplantation
since\1984.v Some people think I'm craiy because I started

two (inaudible) transplantations, one in Virginia and one

‘at University of Washington Medical (inaudible).

I've also been asked, because of this duration of
experience with transplantation (inaudible) transplantation
(inaudible) United States.

I would like to address three, the-major

- questions that patients ask us continually regarding liver

transplantation. The three major guestions are: will I
) : .

have a fair and equitable opportunity to receive a

transplant; will I die waiting for a transplant; if I have

a transplant, what are my chénces of surviving the

operation and returning to a full and rich life?
At the University of Washington we make great
efforts to make certain that our selection process is

equitable and fair for all citizens (inaudible) Washington.
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He'’'s the chief executive officer of California
Pacific in San Francisco; they were in the same process of
déciding whether or not to have a.Live: Transplant Program,
which &e’ve seen discussed today. They haVe‘a véery good
program there,‘and as of two days ago I talked wiﬁhv
(inaudible) who’s a, a president elect of the American
Géstroenterological Association; he’s at Stanford and ﬁe
telis me that thé three programs in San Francisco,‘invthe
Bay Area, are transplanting over 220 patients a yéar in
that area, they’re all doing fine, the patients are doing
well, and no program has.folded because andther one has
started up. | | |

»Finélly, I'juét want to say one other thing. I
know I'm clinical faculty at the Univeréity, (inaudible)
teachiﬁg'ghere and contributing my time_aﬁd my money to thé
University er'mbre than 30 yeé?s. ‘I hope to. continue to
do that; I dénft find that theie’s_any conflidt of interest
whatsoe&er in me getting up hefe:and advocating for the
batients in the state of Washington and are (inaudible) to
have a seéond high-quality Livef Transplgnt Program; Thank
you very much.

MR. HUYCK: Thank you, Doctor.
John Ham?
DR. ﬁAM: Thank you for allowing me the

opportunity to come to speak today. I’'m the director of

22
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liver transplant &t Oregon Health and Sciencéé University;
I'm one of the transplant surgeons there. I began my
training in 1988; and went to the Medical College at
Virginia before that; I was the director of (inaﬁdible)
transplants.

I wanted to speak to the issues of having another
program in the, in the area. .I feel a little bit out of
place (inaudible) strongly abdut the (inaudible) relations
programs and the dilution of resources inhtranéplantation.

And one of the things that, that I’ve-been
learning on the jobs was the, that‘we'fe in a very 1oh—
volume,~high-cost busihesé, and I doh’t know what thé
(inaudible) laws of it not nécessarily follow (inaudible) .
We don’t, we don’t have the opportunity tobhave them high
voluﬁes; low cost to reduce.our expenses. And I’ m, I'm
concerned that.the, that that S really not a reallty

I tan Speak to the fact that the, the
institutional needs are about (inaudihle) program, aiso for

maintaining the program over the long-term, and it does

cross multiple disciplinary boundaries and the cost

eventually is to keep those programs to‘maintain a high
(inaudible) .

Our program is an interesting program in that we,
we serve patients not just in our, in Oregon; but we do

serve patients in Idaho and also in Southwestern

23
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Washington. 1In addition to that, we serve patients

nationwidé, mainly on the western haif of the United States
for the Veterans Administration. And, so, because of this,

we do draw patients out of Washington State, especially in

 the Southwest Washington area, because patients live there

and it’s convenient for them to (inaudible).

| Of course, becausé we have the VA contract, we
get all of the VA patienfs in the region, and of all the VA‘
patienfs aboﬁt 25 percent of our patients come from the
Northwest, (inaudible). Of those, about a guarter of those
are from (inaudible), about 50 percent oflthbsé are from
Washington Sta;p.‘ S§ we do draw patients from Washington
for (inaudible) basically contract business with, with theA
Veterans Administration.v

We do have a few patients that we do because of

‘commercial contracts as well, and as a, quite frankly, one

of Dr. Perkins’ gompetitors.

I guess bne of the issues that, that I wanted to
specifically éddress regarding the»patienté that come to us
and why patients leave'(inaudible)ito, to transplant
anothef, to get a transplaht~a£ another location, has to do

with issues of support, like family support, comfort, some

of them, they don’t have a very (inaudible) structure to be

required to have that before we can have a transplant. And

sometimes it’s more of a need to move to an area where

ey — ~ 2
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there is (inaudible) transplant (inaudible).

And, finally/ what I'm mostvconcerned about
(inaudible) is, I.think, I think if you dilute a program
out to the point where you have a mediocre progrém{ which.
is what I think yéu will get at the University of
WashingtonAif you dilu;e the number of ﬁransplants out,
you’re going to really impact on your ability to train
surgeons in the future who do transplantation, train people
in fellowship. |

I think it also impacts éignificantly on a number .
of patients that you can enter into your own research
protocols as well as research protoéols thaﬁ other
institutions (inaudible).loéked‘at as not having very many
patients in your syétem.

And so, for the, for ﬁhose reasdns I think, I
think that my program for our‘patienté eventually will

suffer if, if the programs are, are diluted. From, from

' the, from the point of view of the competition, (inaudible)

actually let a program start would}be easier to‘compete
against a program is the point (inaudible). And
(inaudible) maybe somewhat of alfirst wave looking at
things, but it certainly isisomething ﬁhat T would think
would be the case;

~ And, fiﬁally, as a transplant program that’s in

the region, I, the way we share our livers is that,:
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University of- Washington doesn’t want .(inaudible). I'm in

the same region as they are, and for the most part I could

offer those livers. And in the last 12 months, we had 26
offers for livers, two of which we felt we could
transplant, six of which we felt bééause of size or age
wouldn’'t fit in the transplant, and the remainder of which

we didn’t think we were programmed for transplantation, so

- they were sent out.

I think it’s important in our business to

maintain a situation where institutions can put in the

resources that they need to put into the programs to

maintain high-quality programs for our patients. I don't
think that the usual ecénémics of life, transplaﬁﬁations
(inaudible) . And those are the ﬁhings that I finaudible)
support the, I started the new program.
MR. HUYCK:  Thank you, Doctor.
James Perkins?
DR. PERKINS: Thank YOu.
My name is James Perkins and I'm the director of
the divisign of transplantation at the Uni&ersity of

Washington. And I‘d like to focus on two main points |

today.

First, how the transplant system works. The
Natioﬁal Organ Transplant Act passed in 1984 mandated some

clear objectives. Foremost of those objeCtrves were that
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DIRECT EXAMINATION OF ROBERT L. CARITHERS, M.D. 14

in a cfitica11y i11 patient is to determine if there
1s}any alternative therapy which could potentially be
successfu1, and avoid the necessity for.a transp1ant 
That expertise takes a tremendous améunt of training
and experience strictly in hebato]ogy, and knowing
the relative benefits and risks of other fofms of
therapy éompared,to tranép]antation. That'S'very
highly specialized training that js not provided to
the average gastroentéro1ogist; for example at the
university we established one of the first training
programs for‘gastroentero]ogists, in which we take

graduates of our gastroenterology program and giveAf

| them additional training in transplant --

MR. PENTZ:.IObjeCtion, beyond the scope
of the record.

MR. PRICE: Your Honor, clearly the
University has made its position clear that it's
dimportant that transplant hepatologists have.

specia1ized'training. That's represented on page

548. This is explaining that testimony directly.

MR. PENTZ: YOUF Honor, I beldieve what
Ts happening is supp1emenfing testimony, and I think
we all know that this is a crucial issue in this
case. I was okay for him to describe what a

hepatologist does, I don't have any problem with

ROBERT H. LEWIS & ASSOCIATES, COURT REPORTERS 1-877-952-2030
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that. Doctor Maﬁks gave that testimony, but now he's
starting to talk about some specific training and
education programs which the uUniversity of Washingtbn
failed to identify during the chance they had an
oppgrtunity to do So,vénd all of the references that
we discovered and uw discovered are general
references to training and fellowships.

They fai]ed‘to submit that information, and
it's beyond the scope of the record at this point. 1I
mean they can't boot-strap their way 1into
supplementing the record.

‘JUDGE CANER: Mr. McCartan?

MR. MCCARTAN: Ilwou1d joih in that --

JUDGE CANER: Mr. Price? oh, I'm sorry,
Mr. McCartan, do you have; you;re joining in his |
arguments? | |

MR. MCCARTAN: Yes.

MR. PRICE: Your Honor, clearly the
argument made here oflspécia1ized training is
necessary. Now it's also clear that witnesses 1in
these types of hearings are allowed to expTajn Whét's
in the reécrd. wWe're not adding anything to the
record, we're explaining the record.

JUDGE CANER: I'm going to sustain the

objection because 1 think it's going beyond

ROBERT H. LEWIS & ASSOCIATES, COURT REPORTERS 1-877-952-2030.
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explaining. I think it's giving the history of the
training program at fhe'Univérsity of washington
regarding tréining hepato1ogists, and that was not
included, and so I'm going to sustain that objection.

Q. (By Mr. Price) well, Doctor, you already
exp]ained why it's important to have a transplant
hepatologist. Let me ask‘you this question: do you
have an understanding of the University's posftion.
with respect to the requisite number of transplant
hepato1ogistsvre1ated to a transpTant program?

MR. PENTZ: Objection, vague.
JUDGE CANER: oOverruled.

A.  In bargaining with the University we have
taken the position, using national standards, that
thefe needs to be at Teast a full-time hépato]ogist.
for every'30 patients who undergo transpTahtation.

MR. PENTZ: objection,_not in the
record. There's nothing in the record about minimum
standards for transp1aht Hepafo1ogists, nothing at
a]T,'and I object.

MR. PRICE: Your Honor, I would refer

 you not only to page 548, but also to the bottom of

- 547.

JUDGE CANER: Yes. Let me take a moment

to read that paragraph.

ROBERT H. LEWIS & ASSOCIATES, COURT REPORTERS 1-877-952-2030
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were the first to pe;form that on the West Coést.and that
Qas ail at the University of Washington; and transplanting
the smaller part at Children’s Hospital. |
Q What’s your experience with liver transplant teaching
énd fellowship programs?

A My main experience has been at the Univefsity of
Washington where I’'ve beeq'the Program director since
arriving. We applied for a fellowshi§ and got it. I think

our first fellow was the middle of 790 and I’ve been the

. Program director of the transplant fellowship until this

last July 1st.

Q And that includes, I suspect, liver transplant
fellows?
A Yes; liver, kidney, and pancreas. We'’'ve been:fully

for all three organs.
Q How many liver transplant fellows dQés the University
currently have?

A We have one fellow currently.

‘Q At the time of the application you had one fellow; is

that correct?

A Yes. There is a period'whefé we might have had two at
ohe,time, but right then I think it wés one.

MR! PENTZ: Objection, move that it be
stricken. I realize she’s qualifying him as an expert, but

it is important as to how many fellowships the University

G063 127,
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had and thére’s nothing in the record regarding the number
of fellowships, éo I would move to strike.

MS. BENEDICT: May I respond?

JUDGE CANER: Yes. .I thought I read
something in the reéord—; |

MS. BENEDICT: Thefe’s plenty of references
to the fellowship trainihg,program. And, you know, whether
we put it in exact number at that particular time or
whether that number shifted.down the road is perfectly
reaéonable testimony for the person who has been uniqﬁely
involved in the fellowship program.

JUDGE CANER: I’'m going to overrule thé
objectioﬁ. You can go ahead.
Q  (By Ms. Benedict) So does the number of fellows in
the liver transplant program, does that number vary from
time to time? |

MR. McCARTAN: qur Honor, perxrhaps counsel
could identify where in the record they talk abQut¥—

MS. BEﬁEDICT: Let me withdraw the questioﬁ.

MR. McCARTAN: As far as I know it has never
been brought out. So unlessﬁI'm miésing something there is
nothing in the record about akfellowship pfogram.

JUDGE CANER: And I may be mixing up my -
recollection from the record what was in the briefs. So,

Ms. Benedict, if you could show where in the record--

. 128
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MS. BENEDICT: Well, I gave that long list,
but I remember, I’ve got it memorized now, 411 is Dr. |,
Walker’s--

JﬁDGE CANER: I realize there’s reference to

the fellowship program, training program, but are there

'references to the numbers of fellows?

MS. BENEDICT: No, but at the same, you
knoﬁ, there are things in.this fecord that aren’t
spegifically identified as numbers;‘for examéle,'how many
kidney trénsplant physicians are thgre.

JUDGE CANER: You know what, I’m going to

allow testimony regarding the numﬁer of fellows in the

Program within a reasonable time period, let’s say two
years before the application and two years since then, to
get‘a general idea of what the range has been in four‘years
surfoundiné'the appiication date. |
MR. PENTZ: Your Honor, if I could, I would

like‘to renew ﬁy objection, starting with the Supérior |
Court case that led to.ﬁhe'staf and following the
submission of Dr.‘Reyes' dec}arétion in.Support of the
motion for summary judgmenﬁ, which wé moved to strike, the
University of Washingtdn has tried twice now to identify
them having two fellbwéhips, two fellows.

And I think it’s very important because there’s

been a lot of testimony about the number of liver
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transplants that a fellow needs to participate in and I
think we can anticipate there’s going to be an argument
that there’s not enough volume to support a fellowship

program and it’s very important that they did not make any

- attempt - to introduce the number of fellows and they’ve been

trying to get it in énd it hasn’t happened and I object to
this coming in.

MR. McCARTAN: It seems like this would be
part of the offer of proof.

| "JUDGE CANER : Yes;.gé ahead, Ms. Benedict.'

MS. éENEDICT:"If,I may respond; Your Honor,
that’s.the point is Dr. Perkins has alréady testified at
some, and I'll nail it down to thé tiﬁe frame‘in which
you’ve referenced, but sometimes theré’s one, sometimes
there’s two; so it depends and that’s.what héfs going to
explain. |

| MR. McCARTAN: We were never given that

information.

JUDGE CANER: Yes; that’s.my‘céncern;

MS. BENEDICT: Your Honor, if I may respond.
We were never given all the information in the rebuttal |
submission and our response was td make the
réconsiderationﬁ

JUDGE CANER: Yes, and we've béen through

that. 'Since the University failed to give this information

130
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in their rebuttal and didn’t move for reconsideration to
have it in and it isn‘t in the record that it would be
appropriate to put it in in ydurloffe: of proof and not in
at this time.

MS. BENEDICT: If I may respond. My point
is that the University identified its fellOwéhip program
numerous'times as a fellowship program; Dr. Ham put in
information about a feliowship program; the
gastroenterologist mentioned a fellowship program; we
mentioned we have fellowship programs, it’s on their
website. |

Thé fact. that they don’t know the exact number
is, in my argument or assertion is something if they wanted
to know the exact nﬁmber they could have asked or they
could have called it a pivétal unresolved issue or
otherwise address that. We’'re held to the burden of we.

should have gone through reconsideration because we

didn’t--

JUDGE CANER: Let’s not rehash that.

MS. BENEDICT: But you know, it’s a two-way

street here; but the information is a plethora of

information about this training program and I think it's
reasonable for the University to explain what its liver
transplant fellowship program is and it is a program that’s

certified for two. And if peop1e come and go and they’'re

g 131
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staggered in and I think that’s an appropriate nguﬁd for
testimony, to explain that.

JUDGE CANER: I understand what you’re
saying. It would have made sense for this to have come in
at the hearing stage and now I have to rule that my
understanding of the law is that it is not in the. record
and wasn’t placed in the record. You may make an offer of
proof and put it as an offer of proof iﬁ this record in
this adjudicative proceeding, but I'm not going to allow
it.

MS. BENEDICT: So if I understand where
we're left then is that we can identify that we have a
fellpwshipAprogram, we can explain everything about it, but
we can’f say the exact number of fellows at any given time?

JUDGE CANERQ _ Whatever is not in the record
in terms of the--

MS. BENEDICT: ASee, the problem because
they’ve explained at length on a-plethora of information
and we're talking about one liftle number and there’s allot
of nuhbers been floating around, but when we at least talk
about how we stagger fellows-- |

JUDGE CANER: Let me ask a question. T
can’t remember in the testimbny presented by Swedish, did
you present.anf teétimony in your rebuttal regarding the

fellowship programs?
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MR. PENTZ: No, we didn’t; I know that I
didn’t ask Dr. Marks about that.

MR. McCARTAN: To my knowledge there are a

"few vague references to training programs, I don’t think

the word fellowship is anywhere in here. We were not asked
to evaluate the impact of Swedish’s program on the

fellowship program, we had no information about that at any

- point in the process.

JUDGE CANER: Ms. Benedict, did you have a
comment on the scope of rebuttal is what I’'m concerned

about now.

MS. BENEDICT: Yes, because fellowship

programs came up with regard to the testimony of Dr. Roland

.Dickson and he described the impact in his dpinion of

another program coming into an area on a teaching program

‘and described some other testimony regarding that type of

an.impactf

And it’s my recollection, please correct me if
I'm wrong, I'm sure they will, that also Dr. Hart from UCSD
testified regarding-what a'feilowship needed, how many yéu
had to‘follow, and those sorts of things,vand I recall
specifically asking him certain guestions.

But the point is, if I can address a different
point, nothing was put in by Swedish in its application,

they put nct applicable. Nothing was put:-in at the public

)
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hearing and they didn;t in the rebuttal address that, vyet
the burden under the CON need criteria is they have to
establish--

JUDGE CANER: Yes, I understand it’s the
applicgnt's responsibility, burden, and then the Department
has to write an analysis and then we’'re here at this point;
so at eaqh stage there’s a burden basically put on the
applicant, and the Program needs to fulfill ité
résponsibility at the adjudiéatife level; the appealing
party has the preponderance of the evidence. |

My concern is the scope of the-record and the
record’s closed and also I‘realizedllrhéa'a second concern
too, which was the scope of rebuttal and my recollection is
somewhere I ﬁhink thefe was discussion of‘training programs
and fellowships in general.

And my concern is protecting the integrity of the
system at the administrative level that encourages

interested parties and the applicant to get the information

at the agency level so things can be done as efficiently as

possible and not allow additional information at the
hearing level that should have been brought to the
attention of the Departmeﬁt earlier, and that is my A
concern.

So I am going to keep with my ruling on that and
you may put thaﬁ information in through an offer‘of proof.
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MS.- BENEDICT: And I guess I‘d just like as
part of that offer of proof to have the record feflect it’s
not that‘the information regarding the fellowship wasn’t
put into the record, it’s the number of fellows in the
Program that wasn’t pﬁt in the record; is thaﬁ your ruling?

JUDGE CANER: Yes.

"MS. BENEDICT: Thank you.
Q .(By Ms. Benedict) Can ybu describe your liver
transplant.fellowship'program at the University?
A It’'s for surgeons that have their training that want
extra experience in doing liver transplants and they’re
invoived in all aspects of care from doing the transplant
to patient selection to donor managemenﬁ, meeting all the
UNOS requirements that they have to meet before they can go
out and be a transplant éurgeon.
Q 'And for each fellow you’d hévé inbthe Program it would

have to be qualified by, would it have to be qualified by

~ any oversight organization?

A As far as the residents that are qualified when they
- come in?
Q For actual positions, for a fellowship poSition. In

other words, would your program have to be--
A They have to have either boards in general surgery .or
urology or osteopathic surgery Or are able to get those

boards when they enter the fellowship program.
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