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MEMORANDUM TO THE HONQRABLE ERSKINE BOWLES

As you know, the Pepartment of Health and Human Services issued a final regulation on
April 2 to bring about improvements in the Nation’s organ transhlantation system. In particular,
this regulation is aimed at ensuriog that atlocation of scarce organs would be based on eommon
medical criteria, medical need and medical judgment, not accidents of geography. Under the
current system, less il] patients may receive transplants while more severely il patients, perhaps
only a few miles away, die. Organs should be allocawd > patients who are medically judged 1o
need thermn most, o matier whoere they live, or at which transplant hospital a patient chooses (o
fist.

Opponerys of our regulation, led by wransplant centers in Louisiana and Wisconsin,
worked with Chairman Livingston and Congressman Obey earlier this year 10 include in the
supplemental appropriations bill language to delay implementation of the rule until Oct. 1; and
subsaquently, in the House FY 1999 Labor/HHS bill, to delay the rule by another year. Senator
Specter, the chairinan of our Senate appropriations subcommittee, plans to fight with us against
the House rider. This could be one of the most contentious policy ridey issues during
pegotiations Qn the omnibug appropriations bill,

H .

T want to urge that the Administration very strongly defend our cugrent position in this
matter. The reason for doing this is in large part, of course, because of its positive impact on
patients. The regulation fundamentally shxfss the focus of organ allocation policy from transplant
genter beneii zz 10 patient benefit.

In addit‘zoa, however; | believe the most fundamental question of Executive Branch
responsibility is at stake. The Federal Government, on behalf of Medicare and Medicaid
beneficiarics as well as veterans, 18 the Nation's largest payer for sransplant services. Medicare
and Medicaid atone pay for more than balf the transplant surgeries in the United States.
However, organ allocation policies, which nltimately determine who shall receive organs, are set
by an HHS contractor, the United Network for Organ Sharing (UNOS}, not by HHS itself,
Insofar as Congress wants independent medical guidance, UNOS' policy-making role is
desirable, and we at HHS respect it. At the same titme, however, it seems clear that Congress
does not intend for the Federal Government to be without any oversight role in the determination
of organ allocation policy, since without federal aversight, the expenditure of these substantial

© fumlds is essentially steered by those receiving the funds, and patient interests are far under-
represented,

These are the issues at stake in ensuring that Congress allows our regulation to be
implemented: the core authority of the government over policies that dictate substantial Federal
spending, in addition to the well-being of the patients for whose care we are paying. In our view,



10/65/68 MON 11:00 FaX 209 2p
e B 2135 EXEC SECR
g R . TN L. BARL SELRETARIAT @ oo

E

Page 2 -~ The Honorable Erskine Bowles i

* the law clearly established the national transplant system as one that is intended to benefit
patients by treating donated organs as a public trust.  Yet over the yedrs, UNOS allocation
policies have increasingly strayed toward choices that are made 10 benefit the interests of
transplant centers rather than benefiting patients with greatest medical nesd.  UNOS, which de
facto represents the interests of the majority of transplant centers, mainfaing that it believes

. Congress meazzx HHS 1o have no oversight role in organ silocation policy, We maintain that the
iaw cicarly intends for the Secretary of HHS to bave final appréval authority for policies that are
3ppropmzf:}y devised by the transpiant community,

Let me make clear that in our regulation, the Department specifically chose not w0
manklate any specific organ alocation sysiem, but rather {0 set broad performance goals for the
transplant community. This entirely respects the appropriate UNOS role. Under the goals set
out in the regulation, the private sector fransplantation network is to develop medically sound
allocation policies to improve fairness and establish uniform medical criteria.  As of the date the
final regularion takes effect, the transplantation network will have 60 dayy 1w develop a proposed
allocation policy for livers, and one year ta develop proposed policics for other organs. But no
Rew system of organ aflocation goes inte effect until thexe proposals developed by the network
are published for public comment, considered by the network and accepted by HHS. We are
mzking the same boint in litigatjon filed in Louigiana. Although a Distriet Court judge has
temporarily stayed the effective date of the regutation, the Justice Department is preparing ©
immediately appeal.

The work done by HHS on this regulation is based on the law passed by Congress ©
ensure fairness in our organ transplant system (the National Organ Transplant Act, for which
Vice President Gore had a substautial guiding role.) HMS published its proposed rule in 1594,
and three extensive comment periods have been pravided, inchuding three days of special
hearings. Congress has also held several hearings on this subject. This reguiation has had
exceptionally broad consideration and comment.

I cannct overemphasize the time, thought, and good faith that has gone into the
development of this regulation. Because we recognize that core questions of Executive authority
are mvolvm:i we have been scrupulous in honing this regulation to one that is regponsive to the
governing statute, places the focus on patient banefit, and pmtcczs the right of the Pederal
Government to approve policies that direct its spending.

For these reasons, 1 would urge you 1o reject any actions by Congress to delay
implementation of this regulation. Such a delay would compromise patient well-being and the
authority of the Federal Government to approve policies that determine substantial expenditure

of tax dodars.

:
i

E. Shalala
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?mpasai.. Federal Initiative in Transplantation Research

In order to address the muitivle prablems posed by increasing incidence of disbetes
and rany other autsimmune diseases, the federal government would spearhead a
callaborative, multi-disciplinary initiative in transplantation-related science. The
gltimate goal would be to cure these diseases, thereby alleviating human suffering
and reducing health care costs. While the primary focus would be on islet cell
transplant (diabetes), many of the research projects would also spply 1o and benefit
other serious diseases as well {e.g.. rheumaroid erthritis, lupus, and muitiple
sciemsis.).

Through! new Nations! institutes of Health (NiH) dollars and re-direction of existing
funds, $100 million could he provided for this initiative as one of the NIH Director’s
“Special Areas of Emphasis.” An alternative approach would be a muith
departmental collaboration involving NiH, Department of Defense, Department of
Cummerée NASA, and the Department of Veterans Affairs. The President and Vica
Pms:dent could make an anncuncement of this effort at the White House, ideally in
November duting National Digbetes Menth, with bipartisan representation from
Cangress, the diabetes community, and other interested parties.

Diabetes is 2 major public health problem affecting approximately 16 million
Americans from all walks of life, An estimated 650,000 new cases of digbotes will
be diagno&ed this year alone. According to the NiH, the direct and indirect costs of

. tisbetes e:ceed $137 biliion per year, msking it the single, costliest, chropic

disease in the U.8. It is sstimated that people with diabetes acgount for
approximately 28 percent of Meditare expenditures,

Diabetes reduces life expectancy by up to 30 percent, This year alone, disbetes and
its complications will contribute to the deaths of over 170,000 Americans, It is @
feading cause of blindness, ampurations, kidney faflure, and cardiovascular disease,
and disproportionately affects African American, Hispanics, and Native Americans,

)
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Proposal;- Federal Initiative In Transplantation Research
Page2
17 July 1919?'

]

There have been significant advances in our understanding of how the immune system
hehaves in rejecting a *foreign® organ or tissue. An upcoming NlH-sponscred
conference on the state of diabetes research will Jikely highlight many of these advances.
Tha challenge in this area now is 1o wransiate the knowledge gained from basic research
1o clinical application. The goal of this research would be to devalop treatment which
would “f&éi“ the immune system into accepling an organ of tissue without causing
dangerousiside effects. A significant breakthrough in this arez would result in the
ability to: )
¥
. zranspzant isfet calls in people with both Type 1 and Type 2 diabetes {ang other
diseases} without use of toxic immuncsuppression drugs; and
.« mgmflcantly extend the life of transplanted organs, and thereby improve the
outcames of other sofid organ transplants,

Finally, almost avaery single institute at the NIH, as well as research programs across
other agenéies of the federal government, has an interest in the clinical application of
tmnspiantatlan tolerance. A coordinated approach, which provides funds for the
“translational” research necessary to move knowledge from the research lab to the
patient’s bedside, and which puts inta place a system for monitoring and expediting new
discoveries,'would have an enormous Impact on American science and madicine.

. secr‘eta?y of HHS Donns Shalala is planning new initiatives in the area of organ
donatm and allocation that are designed to address the critical shortage of organs. To
the extant that new breakthroughs In transplantation science can extend the {ife of
transplzrited organs, tha proposad research iniTiative would support these impornant
efforts on organ donation and allocation.

o

» Simitarly'ﬁ, the institute of Medicine (IOM, part of the National Academy of Sciences)
is holding a conference this week on the state of transplantation. This IOM-headed
effort wi?ll focus on: development of strategies for increasing organ donations; ways
to improve efficlent and ethical uses of existing transplant materials; and
identification of scientific and technical advances in cell and tissue transplants,
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17 July 1987

i
H

»  QOther complemantary efforts include NASA's support of cell engineering, cell growth
and difgarentlatim, arwd isiet cell transplantation; and the Cormwnerce Department's
tissye engineering initiative with private industry which seeks, among other things,
to stimulate islet cell transplantation technology. ]
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THE UNIVERSITY OF
ALABAMA AT BIRMINGHAM

Office of the President
Ciovernmental Relations

May 2, 1997

Mr. Bruce Reed
Assistant to the President
for Domestic Policy
The Whlw House
Washmg'tan, DC 20500
Dear Mf. Reex:

We greaitly appreciated the opportunity April 14th to meet with you and express
our views on organ transplantation and liver allocation. Later that afternoon, we
met andidiscussed these same matters with staff from the Congressional offices
shown below, It seemed 10 us that bath meetings involved two basic questions:
first, how should the National Organ Transplant Act organize ihe process for
making decisions about organ transplantation and, second, should DHHS use its
rulemaking authority 1w make significant changes in the current method of
allocating and distributing livers for transplantation,

The firgt question relates (o process, and, as we explained, we and the great
majority of our colleagues across the country are strongly supportive of the role
of UNOS, It is broadly representative and its committee structure affords ample
opportunity for all points of view on any issue to be heard. We reject
categorically any implication that smaller, more numerous, transplant centers
ignore substance and vote only in their self interest. In our experience, UNOS
has always giyazz the issues before it serious and deliberative consideration.

At the sazzx: time, we understand that DHHS should have a role in ensuring that
URNGS ée::zawﬁs are accountable in an oversll sense (0 the broader public interest,

In this regard, we think it vitally important that there should be a clear distinction
made between kinds of determinations made through UNOS by those directly
zxzvoivai in transplantation - patients and their families, OPO staff, transplant
centers apd physicians - and the goals and functions of a policy-level review on
behalf of the general public interest. Perhaps the way that NSF and NIH use
expert panels to evaluate the scientific merit of competitive grant applications, but
employ appointed groups, such as the National Science Board, to establish
evaluation criteria and identify areas of national priority, might be adapted to this
situation; What in our view must not happen, however, is for the Department to
duplicate the UNOS process or serve as an appeal mechanism for substantive
UNOS decisions.  'We believe that this would be a terrible mistake.

The University of Alabama at Birmingham
880 Administration Building » 701 Sourh 20th Sercet
s trpninglno, Alsbama 352940108 ¢ (205) 034.3354 » FﬁX( 05y 975.6385
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Page Two
Letter to Mr. Bruce Reed
May 2, 1997

With respect to liver allocation, we believe strongly that the current methodology
serves those patients in need of transplantation and the larger national interest
well. Under the current system, there has been an expansion of the number of
centers providing high quality liver transplantation services, the number of such
transplants has increased steadily and the access to liver transplantation has
greatly improved, particularly for patients with limited financial resources.
Further, we are convinced that there is no alternative allocation method that offers
a distinct improvement for patients. 'We hope that during our discussion we gave
you a sense of how truly complex this subject is. As long is there is a shortage
of available organs, there will be no ideal solution, but in our view, local primacy
operates as a reasonable balance among several goals and results in the best
overall outcome for patients and their families.
1
Sincerely,

i
|
Tt S Frot Bosga

O Yo

J. Stevenson Bynon, M.D, 7
Univ. of Alabama at Birmingham

P lletge,

Prabhakar Baliga, M.D.
Medical|F Univ. of South Carolina

b

c: The Honorable Spencer Bachus
The Honorable Mike DeWine
The Honorable Bill Frist
The Honorable John Glenn
The Honorable Emest Hollings
The Honorable Jeff Sessions
The Honorable Richard Shelby

C. Wright Pinson M.D,
Vanderbiit University

Murglay W, Haushs—

Douglés W. Hanto, M.D., Ph.D,
Univ. of Cincinnati Med, Ctr.
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April 14, 1997

Mr. Bruce Reed

Beputy Asst, to the President
for Domestic Policy

The White House

Waghington, DC 26500

bagar Bruce,

Thanks for meeting with me on Wednesday the %th
regarding some of the ongeing issues with the the National
Transplant Act. Your long involvement with thig issue through
then Congressman Gore’'s office ywives you great insight to.the
strides made in transplantation since the early 807's. "
Transplant programs have increased and many lives have been
saved.

It's my hope that through the intervention of your
office, public policy can be developed in a way that reflects
the best interest of all citizens no matter where they live.
Part of the difficulty rests with the blurred relationship
between the t{ransplant netwerk{OPTN) and the contractor{UNOCS&}.
Currently, the contractor functions as the network s¢ that full
diszcussion of public policy may not be as objegtive ag was
sriginally intended by Transplant Act. Flawed public policy is
only conplicated by the continued shortage of organsg. Unless
publie¢ policy reflects goodwill £rom all interested parties’
especially patients, then specific issues such as allocation
will continue to demand great amounis of time.

Again, I thank you for taking.the time to neet.

harles B, Fiske

PS. Enclosed is & copy of NTAC suggested changes for
reanthorization to the Transplant Act. Thay've already
beern submitted to the Departwment,
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GOVERNIRG CRGAN TRANSPLANTATION

PROPOSED CHANGES TO THE
HATIORAL ORGAN TRANSPLART ACT

BY

NATIONAL TEANSPLANT ACTION
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i GOVERNING ORGAH TRANSPLANTATION

PROPOSED CHANGES TO THE
: HATTONAL ORGAN TBANSPLANT ACY

PREPARED BY
HATIONAL TRAHSPLANRY ACTION
WASBINGIGN, BD.C.

Executive Summary 1
| Legislative History 4
; Commentary 6
| Recommendations g .
r Figoal Impact i1
Proposed Legislative CGutline 13

H
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i
National Transplant Action (NTA} is a non-profit, publicly supported

initistive promoting informed consumerism amoug patients and familles involved

with orgas s&nd tissue transplantation. HTA fosters consumerism throught
]

gnhancing edac&iian; aasisting with information access about medical treatment,
financisl aid, and social services; promoting legal, civil, and human rights
respecting trangplantaticn and donation; and encouraging mutusl support and
unlty by promot%ng information exchange and commenication.



I. Execurive Summary

&ationai??ransplant Action is proposing amendments to the Natlional Organ
Transplant Ac% that would centralize the rulemaking and oversight of the Organ
Procuremant %nd Transplantation Negwork through the establishment of the
Nationsl ﬁrgih Transplant Governing Board, The change would consolidate the
patchuwerk of %he varvious rule making bodies iIn the current system fnfe a single
authoricy su%}ect to Congressional review. Our preposal also eliminates
app:cpriatien% for the oeperation and oversight of the OPIN and reduces federal
spending by 33‘5 miilion annually {(see Fiscal lapsce).

Congtessienacted the National Organ Trangplant Act in 1984, 1in order to
stimoiate rat%anai and fair policy making in the field of organ transplantation
and to devaldp a faly and efficlent system for the sharing of donated organs.
The Act eszaéiished the Organ Preocurement and Traasplantation Network {OPTK}
and commissia?ed a National Fask Force to examine and report on many of the key
issues in the fileld of transplantation., The Act wa¢ smended by Congress in
1988 and 1996. Comgress held hearings on the Act in 1993 with both chambers
approving bills further amendimg the 1984 leglslation. However, the 103zxd
Congress adjorned sine die in 1994 without reconciling the seperate bills.

In sddition to the Longress, s unumber of other entities have participated
in the promulgation of national organ traasplant policles, rules, and
regulations, Tun seperate Jivisions of the U.5. Department of Health and Hupman
Services are inmvelved in rulemaking, The Health Ceore Fiesncing Adminlstratlon
(HCPA) has primary coversight for relmbursement and coverage of organ
transplantation under the federal Medicare and Medicald programs,
Approximately 30-90% ef sll kidney transplants are pald for by Hedlcare through
the End Stage Repal Disease Program. The Health Resources and Services
Administration of the Public Heaith Service hes been given primary iurisdiction
aver the OPIH. The U.8. Department of Defense and Deparrmeny of' Veterans
Affairs alse have roles in organ transplantation policy throeugh the Clvilisnm
Health and Medical Program of the Uniformed Services {(CHAMPUS) and the Veterans
Administration hospltal system.

The Act.req&ires that the Publiic Heslih Service contract with a private,
non-profit organization, to weperate the OFIN, The United Network for Organ
Sharing (u&u%}, based (o Richmond, ¥A. has beeu the only contractor to date.

i

i . ,
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For all iﬁ:énts and purposes, UNOS has been the chief author of transplant
rules and regulations in the Untted States., UNOS 1s a wembershilp sorganizatiosn
comprised aimost exclusively of the hospitels and wmedizal ozganizations

H
directly involved ln orgso procurement and transplantation.

This patchwork of authority and oversight has vesulted in considerable

coantreversy. | Section 273 of 47 U.5.C. vequires thet Organ Procurement
u

Orgenizations {GPOs) must be members of the OPTN and subject to its rules and

regulations in order &9 be reimbursed by HMedicare. Because of this

raquiremenz,'tha Department of Hesith and Human Services published s public
notice in 19§9 declaring that the rules and regulations promulgatzd by the
private contractor, UNOS, were not enforceable unless approved by the
Bepartment. The Congress expressed itz concern over this development in 1990
and Members of the House of Representatives were further distressed to heay
testimony “In 1993 that final rules and regulstions had still not heen approved
by the Departmsnt,. To date, a Notice sf Proposad Rule Hakismg has been
published but no final rules have been approved.

The mest%significant policy issue facing the OPTN is the allocation and
disgtribunion éf organs for transplantatien., UNGS nade major changes to liver
allocstion ru%es in 1991 which have resulited in a system of local erimacy in
transplanmatign. This debate has pitted the smeller transplant centers, which
because of their numbers dominave UNOS policy making, sgainst the larger
regional centers which serve the bulk of transplant patients. The obiective of
the Ac¢: to creats a falr gnd eificiemt system of organ precurement and
ttansglantattoé, has become lost in this debate of lives vs. livelihoods.

Therefo:e; NTA i propesing that the HNatiopnal Orgen Transplant Act be
amended so theat respounsibilicy fer national organ travsplant policy and the
rulgs and reguiatians of the OPIN are vested in the Hatiomal Organ Transplant
Governing Board. The objective of the Board 14 not to create an additionsl
layer ‘of goevernment, but rcather to synthesize the current patchwork of
rulenaking aaé oversight Inte a single authority readily avallable for
Congressional review. Congress has been elesy in fts intention thsat the OPTH
be self governing. That does not fmply that the OPTH governing aeuthority and
the OPTN contractor be one and the same as tbe current syatem might suggest.
Instead, we prbpcse that the governing and the operatiocn of the UPTH be two
separate and distinct functions.

The Board iwould be comprized of members of the public as well ss medical

?,
, -7 .



professionals {snd would be selected In such 2 manner as to maintain
objectivity, Dbalance the needs and concerns of all lavolved with
cransplantatioé, and upheld the public interest. The ohjective of the Board
would be to ﬁromulgate and enforce the rules apd regulations of tha OPTH
consistent with Congressional mandates.

The propesed changes would eliminante appropriations for the operation and
gversight of the OPTN resulting in s reduction of $3.9 million in federal
spending, ?heiﬁeatd would review the current fee structure and other optiens
available in t%e private sector to fund the operation o¢f the Board and the
OPTN. The vole of the Public Heslth Service in this area could he virtually
eliminated andéadministrative costs reduced. The initial operation of the
Board would be financed through a goverament loan. The future operaticn of the
Board, the OPTH, and the leoan repayment would be financed by patient

:registratian fees, user fees, or other such scurces of revenues to be developed
by the Board.

inder ouri proposal, the Board wounld be removed from the bureacratic
policies that have resulted In the cuorrest 6 yesr odyssey on the part of the
Public Health éervice fo try and 3§prave the OPTIN rules alveady promulgated by -
the private contracter, UNOS. Although the Board would necessarily be required
to faclilitate 'public input {in the formulation of organ procurement and
transplantafion policy, it is our 1intent that the Board be exempt from those
Exeéutive Depsriment regulations that would delay timely decision making,

The establishment of the National Organ Transplant Governing Board would
facilitate thei promulgation of fair and equitable rules, regulations, and
policies. Tils privats/public effort would addressz the Jurisdictional
queations thaté have prevented timely &and orderly relemaking end sveid the
Constitutional 'issues i{oherent in the current system that seems to permit a
private entity’' te formulate federal regulationas. Flnally, the Board would
peralt the velovable input from pstients, families, and the public at large that
iz currently lacking while offering budger efficiencles for the federal
goverament.



11, Legielative History

The Nati&na} rgan Traansplant Act {the Act} was cnacted in 1984 {P.L.
95~507). Its? purpose was to "suppert development of a rational and fair
national ﬁealéh care poalicy regsrding orgss transplantation.” The Act
established thé Organ Procurement and Transplantatlion Betwork {OPTH) and vested
the Pudblic Health Service with the responsibility of overseeing the OPTH. The
sctual operation of the national network was to be contracted oul to 8 private
entity, The Act crested a National Task Force on Organ Procurement and
Transplantation that was charged with a number of responsibilities including
the deveiapmadt of recommendsticons that woeuld lead to & “truly aatiomal,
coordinated mechaniss for efficient distribution of all available organs.”

As parg 3£ the legislarion, Congress attempted to define the intended
roles of the public and private sectors in organ transplastation. 1t was the
sanse of Congress that a strong ialtiative already existed Iin the private
sector and that the role of the government was to “stimulate" the private
effort. In additiaa to the GPTH and the Task Forece, & grest deal of importance
was placed on fhe role of the American €Council on Trassplantation (g private,
aogrofic orgéaizatinn establighed in 1983 with the financizl assistance of
the Departmeatfaf Health =nd Human Services} is the promulgation of national
trangplant policy. Alsoc, Congress was depending wpon the recommendsiions of
the Tagk ¥9tceiin the future development of national transplant pelicy. (See
Senate Report Ho. 98~382 and Houge Conference Report Ho, 98-31127, .5, Code
Cong. and Adm. News, p.3973}

The Act was amended in 1988 {P.L. 100-607}). Congress reaffirmed that “che
{rgan ?ro&ar&mént and Transplantatioen Network {(OPTH) was crested in the 1984
Act in order to facilitate an equitable sllocation of orgsns among patients.”
However, concer% was expressed that "despite the cumulstive legislative efforts
coupled with those of public and private groups, there is =still an organ
shortage, and there ave stlll inefficlencles and ilnequalities in the orgsn
procurement system,”

The 1988 ~Amesdments also clarified the roles of Grgan  Poocurement
Organizstions (0?&3} and the OPTH. The OPOs were to be responsible for
“alioc&iing prgans equitsbly among the patients who are in need of a
trangplant.” ??e OPTN was te assist the OP0Os In that process. It was alse the

e dy



sense of Congfess that the OPTN waz to have broad awthority and responsibility
over public péllcy in organ transplantation, “Tthe OPIN's responstibilitiss are
great and the:purpose of the Act will ke served only if the policies of the
OPTN are sound' and are soundly developed. The allocaticn of organs may well be
a life-or-death decislon for patients. The OPTN...should zesoclvs nny issues

regarding the falr and effective distribution of orgsns. Patlent wslisre sust

be the paramount consideration.”

While exp%nding the responsibilities of the OPTN, Congress also mandeted
that the OPTH establish procedures to give members of the public an opportunity
to comment on; GPTH policies. it further maudated that the FPublic Heslth
Service develop a process for the receipt and evaluation of public fupuy, "It
15 the intent that the OPTH undertake this process {(of soliciting public inpuor}
for its existing eriteria and that it do so wheneveyr Changes in the oriteria
are under consideration. Congress slso urges the OFIN to srrange for public
commeny st 1ea;t onte g vear, oven {f no changes are proposed, dnd expects the
Department of Health and Buman Services to follow closely and rveview these
ericeria. Th? OPTIHN should replicate as closely as possible the progoss
followed by s?ch agencies as the Health CLare Financing Adminigtration in
promulgating régaiatioas, including the use of a public heariog on issues of
maior consequence and potentiasl controversy.” {See House KReport Nos. 160~76]1,
100~778, 10070, Senate Report HRos. 100-133, 100~310, 100~552, 100-476, and
Housge Caaferead& Report No. 100-1055, U.S. Code Cong. snd Adm. NHews, p.4167)

The mosg ;recent maior changes to the Act c¢ame as a result of the
Transplant Amegdmeats Act of 19%0 {B.L. 101~616). While Congress expressed
significant co;cetna about the operation of the OPTN and the oversight
responsibiliity of the Public Healtﬁ Service [t also continued to clarvify the
panipotent role of the OPTH.

Congreses once agaln stated that "the QPTH, in addition to maintaliaing the
siogle national list of all patients waiting for an organ transplant, 18 also

charged with aétting much of national transplant policy.” Yer, Congrasg also
i
{Congress) believes change 1s necessary, but is reluctant to force any specific

reported that ! "In studying the existing board and its performance...the
model for changing the structure of the board.” It was further hoped that
"greater opportunities will be provided tc members of the public and voluntary
health organizations to serve in leadership positions on the board.,”

Congress was "especially troubled” over the lack of enforceable natiounal
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regulations :ésalting from a 1989 public notice by the Department of Health and
Humsn Services. The 1989 notice mandated that OPIN policies be reviewed and
receive formal approval <f the Secretary In order to be enlorced.  The
rasulting policy wvecuum was declared "inexcusable.” ir was the hape of
Congraesa that the Secretary take a more personal interest in the OFTH and be at
the “forefrenf of insuring its success.”

ﬁougress%attﬁmpted to improve the rule making structure by lowering the
ainimum qaali?icatianx af the OFTN contracter in order to “provide the
Secretary with the opportynity te sesgk out the best possible potential
applicants for thils critfcal role.” Congress made 1t ¢lear that the 1%30
amendments “reflect deep concern on the part of {Congress) in the manner Iin
which the G??é has funcriened. Lt is the intest that this bill will assist &
midcourse coréaczioﬁ.“ (See Senate Repert Mo, 101-530, 19%0 U.S. Code Cong.
and Adm. News, p. 46253,

|
¥
1

1II. Commentary

It is clearly evident from the legislative history that an efficient and
equitable organ allocation system through the Natlonal Organ Trassplani Act has
heen the ongofng objective of the Congress. As part of the 1988 amendmants to
the Act, Congress was careful to remove any statutory bias respecting the
important queétion of criteria for the proper distribution of organs amoung
patients. Prior to the change, the OPTN was only required to assist OPOs in
the distribution of orgsns "which cannot be placed within the sgrvice areas of
the o¢rganizations.” Congress was c¢oncerned that this language would be
interpreted to give prefersnce to the local allecatlion of donated organs and
removed the wording fram the Act. Desplte Congressiosnal fntentlons, logal
priovity in the distribution of organs is the prime issue of contention boday.
During iis ﬁaiiberatioas on the Act in 19293, Congress heard complaints from
patient representatives and transplant gepters that the current system of organ
allocation is not fair and 1s geographically blased.

The National Grgan Treansplant Act clesrly mandates & "national™ gystem of

allocating donated organs., The system iz to be efficlent snd fair, Today, the
4
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system i{s geographically biased with organ allocation based upon local prioricy
regardless of the medical ststus of the reciplent. The system is also blased
based upon a%reemants between OF0s and hospitals performing organ transplants.
Despite wide;pread dissatisfaction with the current system there has been no
attempt by the OPTH contractor, the United Network for Organ Sharing {(UNOS) to
carrect this, sttuation in a satisfactory manmer., UHQS has gone as far as
suppress cr{ticiam and efforts to change the gystem by withholding vital
information useful in evaluating the current systes and any possible futuve
modifications.

Congress has made it equally clear that the cresponsibility for
promulgating ‘natfional organ transplant policy should be that of the OPTHN.
Houwever, aaaﬁara is it expressed or implied that thg “OPTHN” and the "OPTH
contractor” be ¢ne in the same. Yet, UNOS corporate by-laws constitute the
national pnb%ic policy on most traasplant issues, includiag the {mportant
matter of organ allocation. Congress hat also expressed s lack of confidence
in the gapabilities of the current OPTHE centractor, UNOS te successfully carry
oukt thse Qb§ﬁcaiva$ of the Rational Organ Transplant Act. Congress has
expressed equal disappoiniment ia the oversizght on the part of the Department
of Health and Human Services.

The Department of Bealth and Human Services bas fatled to give the
necessary attention to the OPTH. In 1989 the Secretary published a notice that
ne rule or reéul&tion of the OPTN was binding unless approved by the Secretary.
In 1990, Congress declared as “inexcuaable” the "policy vacuum™ resulting froa
this motion, HNembarsz continued to express concern during hearings on the Acgt
in 1993 as zhﬁzSecrazazy had still failed to promulgate rules. As of May 19935,
over 3 years éaﬁ pasged since the Secrevsry’s originzl public notice and final
rules stiil remain to be approved. As # result, the OPIN fuactions based upon
voluntary compliance with the UNOS corporate by-laws.

Despite clear direction and mandates from fonggess ~ the Hatlonal Qrgasn
Transplant Act ' Is falling.

In theory, the Act should work. Conigress has clearly stated iis
intentions and' public policy objectives. 1t should be the responsibility of
the OFTN to promulgate natlonal organ transplant roles and regulatlions to meet
the national objectives. Public policy decisions should alse be timely and
serve the best interests of patients, donor families, and the public at large.

i
The Act won't work Ip practice for s vdariety of reasous. First, the OPTH

H
&
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{5 a membership organization. As such, deciaion making hap centered on the

membership. That membership I1s mainly {ustitutional:

Group Ho. af Hembars
Transplant Centers 275
Consortium Members 4
[Independent OP0s 51
Judependent Tissue Typing lLabs 50
Joluntary Health Organizations 10
:General Public Members 10
Medical/Sclentific Crganizations _26
JTD‘IAI. 426 .

{Source: 1994 UNOS Annual Report)

Despite the intent of Congress to the contrary, only 20 of the 426 {4&.7%)
members of téﬁ OPTR  are members of the public or voluntary health
organizations. UNOS by~laws go as Far ss to expliclitly limily the uumber of
voting m&mbers%in these categories to 12 each. This institutional biass is
reflected in the makeup of the OPTH board of directors, which Is chosen by the
membership. Of the 37 members of the OPTH board of directers, 19 are
physiclians or %u:gacns, 10 represent OPGs, tissue typing labs, or eother health
care instititions or organizations, and only & {(21.6%) members are from the
general pu%lic} Aand,, those public wmembers are chosen by the ingtitutionally
dominant members of 8308. Wirth one excepticn all the officers of the OPTN and
all of the & Reglonal Qouncilors sre physiclans snd surgeocns representing
crausplant facilities.

URGE 48 ' a membership organization comprised almost entirely of
represeatatives from transplant facilities and the wmedical community. As the
OFTN  contracter that medical blas is not troublesome and {n fact might Be
banaficinl . Héwevar, in promulgating nationzl policy, the OPTH/UNOS bdoard of
directeors make; meny decislons affecting the welfare of transplant centers,
especially with respect to the allocation of donated organs: a scarce and
valuable resgurce. A sgericns confliet of interest is implicit io the current
structure given‘the scope of the decisions msde by the UHGS board of directors,
it iz rs2aszonable E¢ sssume thst important UNOS board decisions will be
influenced by the possible impact those declisions will have on board members
aud the medica}ifacilities that. they represent,

The OPIR éoard‘of directors is In the enviable position of pollcymsker,

gversear, beneféctcx, and contractor, The GPTH contractor's posiltion has beep
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strezzghthened% by the lack ¢f oversight snd attention by the Department of
Heasith and Human Services. The Secretsary has nade no effort ro sddress current
conflicts regarding national tramsplant pelicy and the concerns of patients,
donor famiiieé, and the public at large have been ignored. The Secretary has
fatled to pubiish final OPTR rules and the proposed rule published In Septesmber
1394 was neahing more than the by-laws of the imstitutional mewmbership of the
OPTN contractor., 1t Is very evident that the private sector, OPTN conivactor
UNOS, has the §§par hand in the current structure.

Finally, . Congress has developed contradictery legislatian and direction
regarding the OPTR's role in national traneplant pelicy. On one hand, Congress
has clearly stated throughout the history of the National Organ Transplant Act
that the OPTN should have broad powars and responsibilities. Section
274(b)(13(B){4i1) of the Public Health BService Act mandstes that the OPTN
organize tis committees and chairpersons. in swch a menner as e “ensure
continuity of leadershlp for the board.” On the other haund, Congress smended
the Act in 1990 ey lowering the minimus requirements for the OFTH contrsactor in
prider Lo give‘the Secretary the flexibility te “seek out the best possible
potential appl%cants for this critical role.”

These Congressional mandates are mutually exclusive asg long as the QFTH
contracglor hasiﬁvmh the rasponsibility for promuigsting national policy &z well
as operating the OFTK under contract with the govermment. The “contimuity of
leadership” isjmeaningless if the Secreta:y contracts with & different privaze
engity through the lowered contragtor requirements. If a new contractor is
chasen to operate the OPTH, then & change in  publiec policy could zertainly
follow.

1¥. Recommendations
;

In order o achieve zhe Congressiocnal objectives thare nust be a
“decoupling” of ghe public policy mabking function of the OGFTN from the
econtractor function. The objective of the OPTH is an efficient and equitable
system of organiprocaremeﬁa angd distridbution. That objective will be difficulg
to achisve as long as those promulgatiug national policy stand to gain or lose

B B
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financially or professionally by the outcome of their decisions.

Nationsl traasplant policy should be declsive, tlwely, and serve thae
public interest, 1t's noteworthy that when Ceongress bestowed rule making
authority with the OFTN in the 1384 Act, it was slso expacted that both the
National Task Force om Organ Procuraesment and Transplantation and the American
Counicil ot Trangplantation would have sipgnificant roles in the promulgstion of
national peligy. Neither of those entities exist today,

NTA proposes that the pubile policy function of the OPTN be performed by a
governing board. The National Organ Transplant Governlng Board should consist
of members Q? the public and the medical community and selected in such &
manner ags to! ensure that the publie Interest is served., The professional
members should be selected by the pears fo theilr respective fields. The public
members would) be selected by the Executive Branch elther through the Office of
the President' or the Secretary of Health and Human Services. HNominatisoans for
the public members would be soliclied and special emphasis glven ta selecting
individuanly %ho wars elther trraansplanr recipients or family nmenbers of
reciplents or organ donors.

The Board would be ziven the statutory authority for carrying out the
objective of the Nationsl Organ Transplant Act and promglgating the rules and
regulations oﬁ the OPTN, The Buoard weuld alsoe be responsible for sddressing
other important issues in transplantation. It would develop the parasmeters of
the OPTR zontract and the operation of the OPTN would continue to be pecformed
by & private entity. The Board would review and spprove all fees assoclated
with the ager&%iea of the OFTH snd develop a private sector scurce of revenues
for the operatien af the Board and the OPTH,

The role qf the Department of Health and Humsn Services in this arsas would
be greatly diminished or eliminated. The Board would provide the oversight
sought by the Secretary in the 1989 public notice vequiring federsl government
approval of 21l OPIN rules and regulations, Therefore, the Board would be
requirad to coépzy with certain mandates such as the Administrative Procedures
Act. it is intended that the Hosrd conduct itself in an open manner and freely
pernit input from the public ag well as the medical commanity. In promulgating
rules and regulations adequate publlc notice would be reguired. The Board
would conduct hearings if deemed necessary. The Sscretary of Health and Human
Services would be notifled in writing of any final rule amd given a pariod of

30 days to respond after which the Board rule would go into effect. Also, as
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the Board wnn36 develop private revenue gources for Iits operation and that of
the OPFI¥ it is proposed that its rules and policles be exempt from federal
fiscal sversight. '

We believe that this structure will serve to address the concerns
expressad Dby ; Congress in the curvent system and facllitate achieving the
objectives of the National Organ Transplant Act. Congress has clearly stated
{ts belief that change 18 necessary. This proposal creates a fair, open, and
unbiased process for developing sn efficifent and equitable system of organ
procurament a§é distribution by eliminating the iostitutional predeminance in
the ourrent OPTH strocturs, The objective of the Board 1s a process of
promulgating ﬁatianal solicy that overcomes the concerns expressed by Congress
about the board of the current OPTH contractor. This process addresses the
lack of oversight and sttentioen on the part of the Department of Health and
Human Services and vests authority and responsibility for the QPTR in a
privataipnbliaéancizy.

Finally, ;ch& establighment of the Board overcomes the contragdgictory
dirvectives from Congress in 1990, This proposal facilitates “greater
continuity in leadership and fucressed public sccountability” while at the sape
time providing. "the opportunicy to sesk out the best poseible applicante” for
the critical réle of operating the OFTH.

b
t

!

Y. Fizcal ‘Impact
!

We baliavg that the creation of the Beard will result in sigsificant
budpet efficlencles. The role of the Public Health Service in this arsa would
be wvirtuslly - eliminated therafore reducing funding levels ian the PHS
&dmiai§trativej budger (est. $700,000/year}. The SBoard would also be
responsible fc% developing its own private sources of funding as well as
private sources for operating the OPTN {current OPTN appropriation: sst. $2.65
million/year;. The total rveduction in federal spending as & result of this
proposal is abagt £3.35-3.5 million.

it will be the responsibllity of the Board to develep the private revenue

SOUrLES. it i% anticipated that the most likely sources will be user fees,
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patient regisfration fees and OPTN membership fees currently levied by BNOS,
Patien:t regisétation fees already vrepresent a sigoificant portion of the
operating reve;ues for UNOS. As the OQPTH contractor would be relieved of the
rele for prozulgating regulations the Board would need to review all UROS
revenue sources and make any necessary changes to the manner in which thesge
resources are éllcéateé.

It 1is important to wnete that the current UNOS fee structure was
establiished wi%hont the explicit approval of Copgress., Furthermore, there is
no fiscal oversight to ensure that the funds generated by UNOS for operating
the OPTN are used copsistently with the purposes of carcying sut the mandates
of the Act. In a 1990 report ro Congress, Apt Assoclstes of Cambridge, MA,
regaréed that ??he senbership fees snd patient registration feas, are directly
related teo the (OPIN contragt; they ars not a separale line of business for the
corperatien (8508}, Hone of thege fees could be colliected by UNDS if another
corperation held che OPIN contracy...there is no other ingtance where the
gavernmeni, by rawarding a contract, glves a corporvation acthoriiy to compel
desperately 111 patients io pay over $200.00 apiece to that contractor, to use
as it wishes withent direct govermment sversight.” ‘

We estimaté that 1995 UNOS revenuss from patient registration fees will be
$12-15 million. This dees wnot include other mamharship’fees levied by UNOS.
With careful scrutiny and oversight we belisve that the OPTN can aperate meore
efficiently andjcost effectively. Given the cpportunity and the Congressiomal
authority, the ‘resources are avallable for the Geverning Board to develop a
funding plan based upon private revenue sources and elfminating the need for
future government appropriations.

We propose that the federal government extend a loan to the Governing
Beoard to commence its Initial operations. The Brard would then have a Z-year
peried to develop the private resources needed to fund the operations of the
Board, the sperations of the OPTN, and repayment of the federal loan.

1
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PROPOSED LEGISLATIVE QUTLINE

{ RATIONAL ORGAN TRANSPLANT GOVERNIEG BOARD

The following proposed outline is intended te amend 42 United States Code,
Section 274;

1. V¥Not 'later than 180 days after the approval of the Congress, the
Secretary shall establish the Natlonal Ocgan Transplant Goversning Beoard
{hersinafter referzed to as the Board), to be sompesed of 27 members and
consist of

a. 1?2 members of the public who are noeb associated wlith auy hoegpival,
physiclan's clinie, OPO, or other medical facility participating in the
QPFTH, with one member frem each of the 10 curvent regions of the OPIN and
2 members at large. The public membars shall be selected by the President
{or the Secretary) which special consideration given to the selection of
transplant vecipients or family meabers of trangsplant recipients or srgan
donars.

b. 11 memhers zelected by the OPTH contractor board of directors and
cengisting of the following:

" 1. & members of the OPIN representing facllities performing
organ transplants with one representative from each of the menber:
kidney trangplant programs, liver trangplant programs, heart transgplant
programs, and lung/heart lung transplant programs,

2. 2 at large members gelected frowm smong the 25 largest OPYN
mgmber transplant facllities as ranked scgording te the total number of
trangplant procedures performed in 19%4,

1 3. 2 members representing OPIN menber organ procurement
arganfzations,

"4, 1 member representing OPTN member independent tissue typing
labs,

3. 2 members represeuntlog OPIN  member veoluntavy Thealth
organizations.

I

¢ ak~efficio members

Ei. the Chairman of the H.5. Ssnate Commitiee on Labor and Human
Resourcas, the Chalrman of the U.3. House of Representatives Committes on
Jommerce, the Surgecn General of the United States, and the Administrator
of the Health Care Fimancing Administratien;, or thelr designees, shall
serve a3 ex—officle members of the Board.

i

d. elected or appointed members of the Board dessribed fa I{a) and
{6} shall serve & term of 3 years with 1/3rd of the terms expiring each
yasy,

i. Prior te¢ the expliration of the terms of office ¢f the initial
manbers of the Board, an election shall be held under rules adopted by the
Board {pursuant to Section 11I{c}} of the members to¢ succeed such initisal
members. E
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;
' 2. Any vacancies 1a the Board shall be filled consistent with
the original appointment

1
H

11. Each member of the Board who is not an employee or an officer of the
Inited &States shall be compeunssted for =sach day durlng which such member s
engaged in the actual performance of their duties as a manber of the Beard as
well as  veimbursement for travel expenses while awsy {from home in the
performance of dutles for the Board.

1%, The Board shall gpropose and adept rules to effect the purposes
described im the National Organ Trausplant Act {(P.L. 98-507 as amended Hov. 4,
1998, P.L. 100~607; Nov. 16, 1950, P.L. 101-616} with respect to the operations
and regulatia&s ef the Organ Procurement and Transplantation Network. The
rules of the Bosxd, as a minkmem, shall:

a, provide far the operation of the OPTN by contract with & privace
pon—profit entity that hss expertise in orgen precurement and
transplantation.

b, establish for the equitable and efficient distribution of donated
organg for trengplantation dn accordsnce with established medical
gritferias

?Z. no later than 1 year after the establishment of the Board,
promulgate sud {wplement rules providing for the distributicnm of donated
organs to the most medically appropriate individual without consideration
of gaographic location taking Snto consideration ergan viabilicy and costs
of cross-wmatching.

¢. establish {fair procedures for the nomipnation and electionm of
members to the Boaréd asd sssure fair represeantation in such nominations
and elections., Sueh rules shall provide that, exclusive of ex~officic
membars, no less than 172 of the mesbership of the Board shall at all
vtimes be comprised of the public representatives and that the public
representatives shall be subject to the approval of the President {or
Secretary) to assure that no one of them I1s associated with any hospital,
physician®s elinic, OFQ, or other medlcal facility participating in the
OPTN,

d. provide for the eoperation and adminlstration of the Board,
including the seiection of a Chairman from among the members of the Board,
the compeasation of the mgubers of the Board, the appointment and
compensation of such employees, attorneys, and consultants as may be
necessary oy appropriste to carry out the Board's function under this
section.

¢, ‘appoint advisory commiteces with expertise in organ
rtraosplantation, histocompatibility, orgas procurement and preservation
and any othar medical and pschuleal matters a8 may be pocessarcy fox the
Board te carry ovut its function.

f. provide for reasomable fees and charges that may be necessagy eor
appropriate to defray the costs snd expenses of operating the OPIN and
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administering the Board.

l. the Beoard shall review all patient registration fees,
membership fees, and other fees currently levied by the OPTN contractor
and direEtly related to the operation of the OPTN and make any changes in
the amou@t, allecation, or usage In those fees

i 2. no later than 2-years after the date of enactment submit to

the Congress a plan for the private funding of the Board and the OPTN.
}

IV. The. Beard shall have the authority to promulgate all rules and
regulations of the OPTN. The Board will notify the Secretary of all rules and
regulations established by the Board, such rules to be considered as approved
if the Secretary does not provide otherwise prior to the 30 day perlod

beginning on the date on which the rules and regulations are submltted to the
Secretary.

V. The ﬁoard will report to Congress every two years on the status and
operation of the OPTN.

i
1
r

VI. Appéopriations:
|

Congress 'will appropriate funds sufficient for the Board to carcry out its
functions for. 2 years. No additional funds shall be appropriated for the
operation of the OPTN. Within 2 years, The Wational Organ Traunsplant Governing
Board shall develop private sources of funding to carry out its function as
well as submit a plan to Congress to reimburse the federal government for funds
appropriated for the initial 2-year operation of the Board.

- 15 =



P M

ot
Tt

"

Davicd A Mattor
: 51 LNUERCUFE FOAD + PITSBURGH, PEMRGYLVAMIE 15021

April 15, 1497

My, 13rnce R. Bindsey M. Christophier C. Ionaings

Assistint w the President ansd Spectal Assistant to the President
Deputy White House Coungel for Health Policy Developmem

“Fhe White House Roam 212K

West Wing, Secund Floor Old Executive Office Building

H600 Pennsylvanis Avenue i Ttk & Pennsylvania Avenue, NJW,
fashingion, D.C, 20800 Washington, . C. 20502

My, Bruce Red

Assistant 1o the Prasident
for Domestic Palicy

The White Heouse

Weat Wing, Second Floor

1608 Peansylvinia Avenus

Washington, D.C. 20540

Cientlemen;

On behalt of the representatives of the University of Pittaburgh Moedicat
Center. Mr, Charles Fiske of the Pamily Inn located in Brookling,
Massachusents, and mysclf, | wish to thank cach of you for tzking the fime
from your busgy schedules 1o visit with us ou the issec of alloganion of livers
donated for teansplaniation.  #t wag obvious from your guestions and
commgnts that you were already wall idormed regarding many of the issses
and argoments involved in this important public policy decision. However,
we wanted W provide you with further commients and clarification with
regpect to three of the issuces discussed in owr meeting amd to bring one
additional Bem of interest to your alteation.

First, Me. Jennings is corecet that o sigaificant increase w organ doaation,
for all organs not just Bivers, would correct many of the problems and ease
much of the anxicty in the transplantation community.  Increasing donation
s o goal of most of the professionals and institutions ipvolved with organ
trunsplantation. Many procurement erganizations and wansplant centers
agross the country have started innovative new programs to increase donor
awareness, have purseed state legisiative efforts o inerease donation ates,
and have committed significant ame and money to donor education
programs. A sigaificant increase in organ donation, however, is a long-ten,
rather than as immediate solution to the current problem of patients dying
white waiting for a liver transplant. It has become obvisus from the

1
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experiences over the lost ten vears that it will take a prolonged and enhanced
cffort wt cducation, trust building and, in some cases, cultural modification
before wi can hope to see any significant increase in donation rates. [n the
interim, the Department and this Administration can, with the stroeke of a
pen, implement programs which witl save the lives of nearly 308 patients
over the next three veurs, We are not in an “citherfor” situation; rather, there
is a “bothfand™ response 1o this problem.  The Department can require
broader geographic sharing of donated bivers, resulting in saving the lives of
approximately 100 patients per vear, while also putting in place initiatives
which, hopefully, will increase organ donation significantly,

Second, we committed to attempt to provide you with information relating to
donation rates for livers at oegan procurcment organizations which are not
associated with a iver transplant program compared to those that have such
programs. I ghecking with COMEAD Research Corporation, we
determined that UNOS has failed 1o make such data availakle gither to the
public or to CONSAD despite repeated requests. There is some UNDS dats
available which describes the composite procurcment eates for organ
procurctwnt organizations for all ergans (including both solid orguns and
tissue, bone efg.), That data indicates @ very significant variation between
OPOs but without data about procurement rates for specilic organs, which
UNOS refuses to make public, any more detailed analysis of the factors that
relate to the differences is inpossible.

Thisd, in response to My, Reed's question about the comparison of life
expectancies between a Statuzs 1 patient who receives a transplant and a
Situs 3 patient, we discussed both life expectarcy and survival rates
Hecause a Siatus 3 patient is not pearly as sick as a Status § patient at the
tine of transplant, a Status 3 patient has a prediclably higher survival mte
(80.9% | year graft survival rate) than o Status | patient {60.1% | vear gnaft
survival), However, #t is important to aole that after one year the proportion
of patients alive remains essentinlly the same for all statuses. For example,
approximately $% of liver tronsplant patients who have survived one yeuar
have digd by the seeond year rogardiess of status; an additional 2%.3% have
died, again regardless of status, after surviving 2 vears but before the thind
vear, and 50 on. The survival rates for all liver transplant patients. sven
those within seven days of death at the time they receive a fransplant, are
yuite good, especially when you consider that transplantation is a life saving
operatuwsa. As we mentioned in {be mecting, if the goal were o transplant
thase pationts with the best chance of survivall the medical priorities
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established by the ransplant community would be completely reversed, and
those patienls least in need of @ transplant would receive the first priority,
The gont of fiver iransplantation, however, is 1o save the Hves of those
paticnts who have no other alternative,  Thus, the medical priority of
transplantimy the sickest patients Nrst is appropriate.

Aad finally, alfow me to draw your attention o the attached Code of
Medical Etliigs, published by the American Medical Association, Council on
Ethical and Judicial Affairs, [996-1997 Edition, Section 2.16(6)  “Organs
should be considersid @ national, rather (han a loeal or regional resource,
(gograpbical priorities in. the aflocation of organs should be prohibited

WWWMWMIW
trangplantation.” {(Emphasis added). With a cold ischensic time of from 12-

i8 hours for donated livers, there is Hterslly so part of the United Sutes
from/te which a donated liver cannot be trangported for transplantation. The
current UNOS systers of organ allocation, which traps hivers in 70 small
geographic areas, s, at the very lkeast, cthically guestionable and, quitc
simply, bad public policy.

Again, we thank vou very much for your gquestions, comments, and
shservations during our meeting and for your altention 1o this very important
issue. As Mr. Fiske said in the meeting, and as other patient advoeates have
said i other forums, UNOS and the transplant centers who are its members,
are fully capable of being involved in this discussion and looking out for
their own seil-inforests,  Someons clse must proteet the interests of the
patients in making sure that the system is fair.  That “somecne” is the
Departiment and this Administration.

H there is other information or data which we can provide te you, please do
not hesitate (o contact me.

Sincerely,

Dl

~-xvid M, Matter
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This edition of Curreny Opinions with Anesations of the Cauncl) on Eihical and
3%;(5;61“? Affuirs replnces gl previous editions of Current Opinians. 1 s one
cam;mmm of the American Medical Assoriation’s Code of Eiliicy: the other
components ste the Pringipies of Medicnd Egaes. Fundumeniad Elements of the
Pﬁztlwnb?h} siciun Reimionship, und the Reports of 1he Council on Bibigal ang
Judiciy) Affuirs. The Principlee and Fundamenta! Elenens wre published in
Current Qpinions with Annowsiinas, Reports are published separaely

CThe Prinvipies of Medical Ethic are the primary componens of 1he Code.
They egsablish the core athicval prinvipies from whizh the ather componenis of the
Cue are derived, Thy Prinziples werp revised most regemiy in 195{,

Fundaments! Elemenis of the Pati=ni-Physivias Refationsalp epunsiates the
Basic Aights o which pitients sre enited Trom delr physicians,

‘Curren: Gpiiions witi Amnmatinas seflects the uppitvstion of the Frinciples of
Medical Zvns 10 moeg thas 125 specihe ethiced e n medivine, inginding
h(‘di;ii perile-o Idi[[*{ili‘“ Qﬁ{.Cfl\ iﬂ's‘ilg., withirawal of fiic- 'sﬁﬂ‘ii'}i’}" fregimani. .1!’}(1
famite viptenez, Puch as courts of v elnborsie on comsiitutional principies i
ther opinions. the Counuii grvadons the maaning of e Prinziples of Mediow!
Echics in 1= opindons, Avcordaahy, garh opinion b iniewed o one o mesre
roinan munerils tha idenfy e f’r}r"in':‘%ht trom whish thy opinien s derived,
Each omnien is abae ollowed by s list of uaneunions thet refleot cianom o the
optnien in jwlizial nddings and the mediea, cthical. and legul lisratore,

The Repore discess Ur ratianids oeitad momy af the Counci sy spinions,
pmviéing adeisiled vnalysis of the relevand sibical considerations.

All four componseat. of the ARAS Cody of Eiies peed 1 be consuhed 1o
determing (i Asselintien s pushions o eiduval beoes, In addiion the AMAs
House of Drelepates ot tmas issues sunements on ethical issues, These Slatements
are cenm’lui g separae publication, the AMA Poficy Compendron, Betause
the Council on Exhizel and Tusizial Affeirs is rexpomsible for determining
AMA"% pusniony oo eifizal iavass, smmes by the Howse of Delegoes should be
wmimzd as the view of Un Hoose of Dlegutes bu non an the ethies pohicy of the
ﬁﬁSO&&ﬁﬂB\ )

Medizal athios iovblee the professional responsibilitizs aad obligatons of
pb}*&iéi&ﬁ.’a‘ Behavior relating 10 medival eugueie ot cusion is nes addrgssed in
Curreni Opirdons Witk Asacttions. The opinfons tha folinw are intended ay
puides o responsible professional bebavior, b they are ot presented g5 the solz
or anly raute to medizal motahing

No one Principle of Medical Ethics can stand alone or be individundhy applied
10 o sitaation. Tn il instanves, bt s e pveroll inem e influence of the Principles

H
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of Medical Bihics ihal shall measure ethical behaviar for the physician. Council =
opinions are issued under Bis suthority 1o imerpret the Principles of Medical Ethics
and 1b investigate general ethical conditions and all maners pentaining w the
retazions of physiclans 10 one another and to the public.

_ Tae Council on Etden) wnd Judicial Affales epcourages comments and
' suggestions for foture editions of this publication,
2 i
Councl on Lthica! and Jodicial Aflairs U
. 19981993 1995 1946 ' |
i John Glasson, 3D, Thadr Charles W Plows, MDD, Chair i:
T Charles W Plows, MD, Viee Chair Jumes B, Cosgriffl ir, MD, Yice Chair ;
 Osear W Clurke. MD Kohent M, Terery, 3¢, MI, Viee Chair i
. dames H, Cosgrtfl, Jr MDD Osear W, Clarke. MD ;
f Drew Fuller un Harrford, MDB 3
* Craig H. Kiger, MD Duwight Miller £Ll
Herbert Rakamnsky, 2D Herber: Raxmansky. MD
Roberr M. Tenery, J1 RID Frunk A, Riddich h MD H
{ C{wrge T Witk 3o A1D {enrge T, Wilkins, 3 MD

David Orembicher. MDD, Secretury
hiichuet Lo, JE1 Assistang Ceneral Counsed

" At Jarearg, Stafi Asserinie
"iefirey Munson, Swff Asseckus
Rosemary Cruigles. Seakr Siaft Awsaciae

P John Seward. MDD, AMA Eaccutive Vier President

Jarmes §. Todd. M AMA Executive Vice Presigen:

Kirh B. Joinson, JD, AMA Group Vice Presiden: for Heulih Policy Advocary and
General Counsel

:M. Rov Sehwarz, ML AMA Group Viee President Professional Steadardgs :

A Y T T P 0 B sstacon il S B - A B o s v



http:Proi:::.;;iun.ll
http:Pn:sirie.nl

it s s

216

putrenis whe suffer unexpecied cortise death may be cannulmied aod perfosed with
cold praservine fluid fu it preservation) i mainsin orpens, Both of these
methods may be ethically permissible, with atemion to cenain safepuards.
(1} When securing consent for life supporn withdrawa! and orpan reirieval. the
health cure teum mus! be sentain that consent is voluntary, This is particularly e
whers surrogaie decisions about life-sustaining wreatrent may be influsnced by
the prospest of orzas donation. 1f there i5 any reason o susper? undue influgnce, &
fislt ethics consultaion should be requires.
£33 In sl insivages, 105 cringgl tha there be ao conflio of imersst in the health
gare seam, Those health care professionals providiag sure at the eng of e moust be
separaed from providers porticipating in the wansplant eam,
(3} Further piloy programs should assess the suttess and acceptabilits of organ
remona! following withdrawal of life-sustniniag reatingst,
(43 In sines of in siw preservision of caduveric ergans, the praor consent of the
decedent of the conseni of the decedent’s surogne dacisionmuker makes perfu.
sion erhicaity permissible, Perfusion without eiter prior specific comsent
perfusion or general consent.to orpan donatios violates rpquirements for informed
comsent for medicsl procedures and should not e permined,
{51 The revipignts of such procures prpans should he informed of the <ourcr of
the srgans s well s anv poreriis! defeos in the guoliny of the organs, so that tey
may dezice with their phvsicians whether 10 aogep) e OfZans 07 Wil 160 Sore
snitabie ones, .
(6 Clewr cliniual eriternin snould pe deveioped so spsure 8ol unly approprsie
capgidules. whow organs ure ressonably Hieiv o be suiabie for transplumaiion.
ars ronsisiered ehsibie o donale orgem ynGer thase prototols.
Issuzd June TUS4 bused on the ropors “Bihica! Issues in the Peocuremeat of
L Qrpans Foeltowing Cordiar Dot The Pinstugph Protoeo?” and “Ethical Issues in
P Orgun Procurement Foliowing Cordice Deahs e Sta Preservanion of Cutverie
* Orpuns.” issued Drrember 1994,

t
H

.

* Organ Transplanwtion Geidelmes. The fullowing stement is offered for puidunce

. of physicians us they seek 16 maintyis tre highest fevel of ethical ronduss b the

} wanspianiing of Buman organs.
{1y 1In il professional reintdonships besween » phvsician and o patient the

_ physician's primary goncern st be the hesith of the patient, The phyvsician owes

' the pattem primary pliepianve. This concern ung allegiznce must be preserved n
alf medival provedures, inclutling thase which invelve thy transpianiation of an
organ from one person 10 andther swhere both donor and recipiens are palients,
Care must, fherefore, be taken 1o protec the rights of both the donor and the
sscipient, ond no physigian may asseme a responsibility is organ iransplastation

* uniess the righis of both donor and racipien are equatly prowsied, A prespective
organ wreasglant offers no jusiifieation for a relaxmion of the ususl standard of
medical care for the petential donor,

3
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2y When o vital singie orgon is 5o be ranspioated, the death of the donae shall
feave been determined by 2t leust ane physician other than the recipient’s physi-
cian. Death shall be deiermined by the ¢linicsd judpmens of the phvsictan, whi
should rely on gurrentiv accopted and avabuble scientific tests.

(%) Fudl discussion of the groposed procedurs with the donor and she recigiont or
their responsible celatives or represeniatives is mandatory, The physician showid
énsure that consent 1o the procedure is fully informed and voluniary. in accordance
with the Council's puidelines on informed consent. The physicion’s interest in
zﬁdvarx:izzg scienuific knowiedpe moesi siways be secondary to his or er concern
for the patiem.
(4% Transplunt pracedures of body organs shosld be undertaken o anly by
p}zysiciuns who possess special medival knowledge and techaical compatence
developes through gpeciag wralning. study, and Jaborofory cxperience and praciice,
ani {31 in predicnl iestmtions with factiives sdequaie 0 prowecy the health and
well-being of the partins 10 the prodmiure.
{57 Recipients of organs for ionspluntation should be determined in scoardance
with the Councif's guidefines on the sifocation of limited medica! resources.
&y Orgins shoeld be considered anational. eather than'a loeator regional?

“resourse. Geographical prisides in the allocation of oreans should be prohibited
cexuept when ramspoTiaion of srgans wosldhremen thelr suitsbilisy Tor ganapinn-
'zzzgisn.-wg

{(7) Pattents ssould nor be placsd oa the waiting lisis of multipie Joval wanspluns
gemzrs. but rather o 2 singie waking Hist for cooh tvpe of orpan, {6 1L V)

tysued prior to April 1977,
3

U}’,‘:’ﬁ&iﬁd Jupe 1994 Daved an the report “Bairend Considerations in the Sloouion
of Organy ang Giher Scarce Megical Resources Among Patenis,” issued june
1993, fr addition, the 1986 Repun of the LS, Task Force on Oryan Transplanta-
g by am 2xoeljont resource for phvsiciang invoived in grgun ranspluniation.

Joorrut 1987 Discusses the istue 0F the nigty of the afividuni o ¢otsent 1 grgan reaesal nid
then examines the dotiriag of nformed consent o i is applisd in ie context of Hve organ
vonston, Bvaluates tne soent 10 which prmovi of aon-repeneriuve srguns drorepis the bash
for appheanan of the caditions! imormed comseal il Additenat altentios i geverd
sproiat coprerss regarding someni in cases of children and iscompaiem palivnts. with consider
siion of e Tole of judicisl review w esy types of goses. Quodes Dpinien 215 (J9R6) Laow
Opinion 1) Adams, Live Organ Devors and inforsied Comvent; A Bifficals Minuei, § 4, Legal
Med 355, 568161 11987 L

3

Medicai Applications of Fetal Tissue Transpiantation. The principsi ethicut
coutern it the yse of buman fetal tissue for wansplentation is the degree to which
the idﬂ::i&i{m 10 fiave an aoortdoen might be influenced by the decision to donate the
fegal tissue. In e apphcation of fersl tssee wansplantation the fnllowing safe.
guatds should apply: (1) the Council on Ethical and Judigial Affaire” guidelines on
clinigal investigation and organ waespluntation are followed, as they pertain W the
retipient of the feial tissue rransplant {se2 Cpinion 2.07. Clintcal Investigmion,
wnit Qpinion 2316, Urgas Transplamation Guidelinesy: {20 a finsl detision regard-

32
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University of Cincinnatl Collage of Madicine
Madicst Center
Depantmaent of Surgery
{Hvision of Transpianiation

231 Bathesda Avenus
Cincinnatl, Ohio 45287-0558
Phone (513) 558-1845

Fax {813 5583580

Douglas W. Hanto, M.D., Ph.D.
Agsociate Prokossor af Surgery

Decernbar 2, 1398

The Monoreble Donng Shalala

Secretary of Heallh and Human Services
200 independance Ave, SW.

Boom 815F .

Washinglon .C. 82201

Dear Madame Secretary

We are concerned sbout recent actions taken by your office that are outlined in a letter from Phitip
R, Lee, M.D., Assistant Secretary for Health, to James F. Burdick, M.D., President of the United Network
for Organ Sharing {UNCS) dated November B, 1896, These actions appear to have been taken, af least
in part, because of your concern with the specific recommendations regarding liver alingation palicy made
by the Liver and Intestinal Organ Transplantation Committee to the UNOS Board of Divectors that were
unanimously approved by the Board. In addition there appears 1o ke a perceplion ihat the discussions
and decisions concerning iiver allocation has lead to what Dr. Lee has termed *. . . considerable
unrasolved controversy within the transplant community.” Wa would like o offer our perspective on the
resent decisions concerning liver allocation and your response te these deaisions. We represent 74 of the
118 registered liver transplant programs in the United States (82%). Our programs pertormed 2,316 fiver
transplants in 1985 out of a total of 3,846 {60%).

We would fike o emphasize that over the pasi three years liver sliocation has been studied
extensively using the UNOS Liver Aliocation Model (ULAM]  This compuler modeling sliows the
assessment of the impact alternative tiver distribution and allocation policies have on several performance
measures that involve measures of ulility and equity.  These performance measures were agreed upon
after extensive study ared solivitation of input from the transplant commurnity, pationts, government, and lay
public. Uty measures include folal {non-repeated) transpiants, percent of transplanted patients who
survive greater than 2 years, number of post-ranspiant lifs years, probability of recesing a transplant, and
peobabily of dying on the walling iist. Equily measures include walting time, differences in percent of
status types transplanted by region, and local use of organs and its impact on organ donation. The farge
amount of complex data from these modeling efforts has been discussed and debated in many different
forums, but most imporiantly within the committee structure set up by UNOS including the Liver and
intestinal Organ Transplantation Committee, the Patient Affairs Commiltee, and the Allocation Advisory
Gorrdiles.  These commilices represent a broad spectrum of individuals interested in transplantation
ingluding frangpiant surgeons and physicians, nurses, patients, lawyers, ethizisls, govermmental
epresentativas, and the lay public. '

The data from the UNOS ULAM did not reveal a distribution scheme that, in the majority opinion of
the Liver and Intestinal Organ Transplantation Committee, was supsrior ta the current sysiem, ARter much
debate and deliberation, however, several changes to refine the current system wera proposed o the
UNOS Board of Directors. These propasals were issued for public comment on August 13, 1868, Public
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forums were hekd in St Louis September 25418, 1996 and extensive public comment was received
concerning these proposed changes, As a resull of this inpust, a revised proposal was submitted by the
Liver and |ntestinal Qrgan Transplantation Committes 1o the UNOS Board that was unanimously approved
on November 13, 1866, '

We agree with the proposal to eliminate the Status 4 category and redefine Status 1 1o include
patients with acule fulminant fver failure, primary graft non-function within 7 days of transpiantation,
hepatic artery thrombosis within 7 days of ransplantation, scute decompensated Wilson's disease, and
pediztric liver transplant candidates with omithine  ranscarbamylase {(O7C) deficiency and those under
age 12 with chronic liver disease in an intensive care unit. This clarification of the yrgency status code
definitions gives priority 1o the patents who, as a group, have the most urgent seed. This proposal has
widespread support naticnally and includes a group of patients with excedient long-term sunvval if
transplanied in a Umely manner. There has been a misconception that patents with gecompensatad
chropie liver fgilure are being disadvantaged and Biat 2 change in polioy has been made to transplant
patients with higher survival rates. The fact is that the major impetus for this charnige was o improve
atcess to livers for patients with less than two weeks to live, 1 is true that this group has a higher survival
rafe than Status 2 patients with chronic fiver diseass, but this was not the driving force for change. As with
any rule or guideling, there will be valid exceplions that do nat it within the ciearly defined boundaries.
There may be unusual cases where Statys 2 patiests rapidly decompensate and meet the coriteria of less
than two weeks 10 live, Wha suppert the sugyestion that & regional or broadly based national commities be
formed to consider exceptions to these criteria similar o the "Exceptional Case Review and Monitoring
Systom” proposed for the mamimum listing c:i:e:ia,’

We aiso agree with the development of more uniform minimal listing criteria and a regional peer
rgview system for monitoring compliance. The implementation of uniform minimal isting Criteria will be
nacessary {0 achieve more equitable access to organs for patients on the waiting list and will hopefully
tead to more uniform wading times, [t will, at the very least, allow a8 maore accurate comparison of waiting
times without the variability of differing listing cdteria. We strongly support the idea of a rpailoring
systern 1o provide peer review of patients being listed to be certain that these ¢nleria are implemented
fairly and appropriately.  We beligve that the implementation of uniform minimal fisling criteria and an
effective peer review system must be in place prier to consideration of any wider sharing schemes than
gurrently exist. ‘

We have recounied some of the perfinent facts regarding the recent controversy over liver
aligcation 1o emphasize our support (or the proposal that was approved by the UNQS Board andd for the
process that was used to arrive &t this decision. We believe the improvements in the liver distribution and
atiocation policy are in the best interests of patients waiting for liver transplantation and balance utility and
equity based on the analysis of the data available. We do not balisve there is °. . . consideratie
unresoived controversy within the transplant community™. On the contrary, the widespread suppaort for this
propasal among the fiver ransplant programs in the United States is evidenced by the signatures of 81
iiver transplant program direclors aitached to this tetter. There are & small number of programs who do not
agree with the current system and the proposed revisions and have mounted a public relations campaign
in the press in Congress. and in the Executive Branch 1© try and nfuence public opinion outside the
established system for change Le, UNOS. Wae strongly disagree with this approach.

This brings us to what we believe is the only unrescived controversy concerming liver aliccation
and that is whe delermines alincation policy. When Congress established the Organ Procureiment and
Transplantation Network (OPTN}, the Depantment ¢f Health and Human Services was authorized to grant
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the OPTN contract, currently held by UNQS, and to cvarsee the activities of the OFTN {section 372 of the
Public Health Service Act). It has been the opinion of Congress, UNOS, and the bansplant community
that making and implementing allocation policy was the responsibility of UNOS, UNDS has # system of
committees wilh defined roles and responsibilities that involve a brogd spectrum of individuals with an
interest in transplantation and the patients we serve. In the case of organ aliocation policy, the UNGS
Board of Direciors receives input from several committees depanding on the parlicular organ and issug of
concern. it is & systemn that is respongive to change and has heen shown 10 work. In fact, we beligve the
process by which liver allocation policy has been made, studied, and revised I8 an excellent example of
how UNOS and its commitless can consider 8 broad range of opinions on a controversial subjest and
artive at a fair and squtable decision. We do ot believe anyone has argued that these decisions are
perfect or may not require revision in the future as circumstances change.

Furthermore, we are concerned with what appears ¢ be a change in policy by HMS. Several of
us in a meeting with Depuly Secretary Thurm were reassured it HHS had no desire o make or mandate
organ allocation policy. He recognized that the issues were scientifically complex and were best decided
withinn the committee and board structure of UNDS, Only if UNQS approved a policy that was siearly
contrary to federal law or policy would HHS  intervens,  We respectfully request that this position be
maintained.

In summary, we who represent a majority of the liver ransplant programs and patients waiting for
liver iransplardation, urge you to recognize the authorily and effectiveness of the current DPTN in
resohdng coniroversial issues concerning organ procurement, distributicn, and allocation,  UNDS has
strong support within the transplant communily and the impact of an atternpt by HHS 0 determine policy
without an overriding need will lead o an even sironger reaction fram the enfire transpiant communily than
what has recently ocourred in response to this threatened action. We urge you (0 maintain your previous
policy of recognizing the authority ¢f the OPTN (o delarmine policy.

Thank you very much for allowing us the opporiunity io express these opinions,

o Philip B, Lee, M.O.
Jugith Braslow
Walter Graham
James Burdick, M.D,
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March 25, 1997 ;j

MEMORANDUM TO BRUCE REED : A e ed s
v CHRIS JENNINGS ot B ol

FROM;: ‘ BRUCER. LINDSEY e
SUBIECT " LIVER ALLOCATION POLICY ‘
S b e ale e w0y ——

As you may know, David Matter has written the President on several oocasions about i
UNQS liver allocation policy. His first letter {copy attached) was the impetus for Secretary
Shalala’s decision to hold hearings on the liver alfocation procedures, In response to his most
recent letter (copy also attached), President Clinton has asked “What is right on the merits?

Should we give to Chris Jennings to review?” gz‘—
e . gy,

( It is my understanding that in December 1996, Carol Rasco and Chris met with Watson

Bell, his wife'Jean Ann, and Walter Graham to discuss UNOS’ position. David Matter would

like to meet with the two of you to make the case for a wider geographic sharing proposal, \
Besides the tvr'o of you, the persons attending the meeting would include: \

David Matter

John Tisdale

Liz Dunst

Nancy Granese, and
Chartes Fiske

Tume s of the essence because HH.E. is currently reviewing this matter. Are the two of
you avatlable next week? If so, when. Jennifer Dudley will follow up.

’}“hank;s«
:

ole, Lt do
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February 7, 1997

Via Facsimiler 282.456.6703
and Federal Express

L

President William J. Clinton
The White House

1600 Pennsylvania Avenue
Washington, D.C, 20500

Dear Mr, President

£

% Pm terribly sorry to add to your unbelievably crowded agends,
but we're at a critical point in the liver transplantation debate within
HHS and 'm afraid if we don’t act now we may forever Jose the

opportusity.

3

Ax you know, my letter to you on this subject last fall
eventually led to three days of public hearings conducted by HHS in
"December.  Donna Shalala promised in her response o me on your
-behalf to determine on the hasis of the public hearings which liver
- railoeation policies promised the best results for the patients of America
+and o ernbody that decision in a final rule for submission 10 OMB.
{ Simply ststed, my fear is that because there are many more
- small transpiant centers than large and each of them has lobbled their
Congressmen and Senators in opposition to a policy change and even
to HHS’s intervention, the Department is beginning to get “cold feet”

: After having studied this issue in great detail over the past year,
. there is abselutely no doubt in my mind that the position of the
; University of Pittsburgh Medical Center {and several other large
I transplamt hospitals) is the correct one. Allocating livers 1o the sickest

patients first on the widest geographic basis possible is what our
- national poficy should be with respect to the allocation and distribution
of human Hivers.




i
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President Witlian 3. Clintan
Febroary 7, 1997
Page -

. The private contractor, the United Network on Organ Shanag
(UNOS), hired by HHS to operate the organ procurement and
t?ansp%aatation network, is by any other name a trade association
coniml%ed by small transplant centers {one center, one vote) operating
targely on the basis of self-interest. If they were steel praducers or

cotmunications executives sitting around the table carving-up the

market the federal govermment would intervene in a heartbeat.
Because they are “medical professionals” HHS ssems reluctant to
intervene. But if it doesn’t no one will, and patients will continue to
suffer the consequences.

{

E The facts, as I see them, are pretty clear, HHS has in the past
essent:&i Iy relinguished its oversight and regulatory responsibility with
r‘cape@ct to organ procurement, allocation and transplantation o an
industry trade group incapable of making a decision without an
inherent conflict of interest.  1UUNOS hay established liver allocation
rules that literally trap organs within arntificial geographic boundaries,
which has had two profound effects: 1) patients with liver disease who
are not hospitalized and ars in relatively better health often receive
livers 1n one region when just an hour away by plane a patient lies
dying in intensive care; and 2) the number of liver transplant programs
has nearly doubled to 119 today, i.e. new programs can start because
i}zcy know they will have a reliable and predictable supply of organs.
Ir doesn’t matier how proficient they are at transplamation or whether
havmg such z large number of centers is an ¢fficient and affective way
to defiver health care,

;

! Each of these centers, no matter how few transplants they do or
how awful their success rates may be, have the same voice and vote in
i}NOS as does a major, highly proficient center that does 1490 or more
erlspianzs a year. Decisions are made by majority vote, 3¢ 1he system
Wlll never be changed by a trade association the majority of whose
memberships may be disadvantaged by a change. Meanwhile, 50-100
im}pie die unnecessarily cach year from hver disease; 2,000 patient
life years are lost; and, horrifically unequal waiting times for transplant
will continue.

i [ have enclosed copies of the five part series on organ
|

transplantation published eartlicr this week in the Cleveland Plain
Qg@ They are extraordinartdy wellrescarched and o very impasiant




Progident William ] Clinton
Fehraary 7. 1997
Page 3

© contribution to the national debate. After reading them, 1 belicve, any

fair-minded person would conclude that the system is broken, UNOS
does not represent the interests of patients very well, and the federal
government has not properly performed its regulatory and oversight
role. Although the articles are quite lengthy, 've included them in
their entirety and have highlighted several relevant paragraphs in each
for casy reference (the first such notation appears on page 113

I don’t want in any way to abuse our friendship over a
substantive policy issue, but [ feel so strongly about this that I just had
10 bring it 1o your attention again with a personal letter. Initially T was
dragged into this debate quite reluctantly, but as time has gone on |
have come o realize that it may be the most important thing I've-done
in my life. 'm sorry for the length of this letter and for mposing on
you again, but 1 dor’t know where else to tum.,

Regards,

Tk

et i S
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One heart patlents

"~ Cleveland Clinic -

®

.= Firstof five ar:icfes
%‘ TED: %’ENDL{NG*
MAZZGLING
) and DAVE DAVIS
T ‘ MAIN DEALER AEPONTERY

-

For 99 dgys Lindd “’Rb’binson had
been waiting for somecne to die. .

- On the night of Aug. 26, sz Linda wedt
- zibaut Ibe monoteny of tlei};zzxg up her

* room oo the ninth floor of the Cleveland

Chinic and preparing for bed, a repre-
-sentative of LifeBane wos phez}ing Te-
: resa Duke, the Clinic's thoracie grgan
‘ eeerdmaﬁor. A d4-year-old woman n
.+ Coluprbus had died of a stroke and her
: fazmly had dgreed to donate Ker organs.
+Inan act of pure altritlam by grieving
strangers, & heart, matching Linda's In |
‘bloed type and size, was being offered
‘10 the Clinic for transplantation. The
" heart was the first mateh the Clinic had
been offered for Linda &mce her hosgzi«-
talization May i )
. Although Linds’s wait had beé:z
shorter than many Clinic heart trans-
plant patieats’, the uncertainty had ba-
Lome newe»«wackmg B
Just three days tszu:'ht%:‘i doctors had to
shook her heart (o stabilize her erratic
. hesribeut, The iolt ieft-scars on her
. ¢hest and back, It alsolefRR an indelible
psychological scar, driving bame the re-
aiization that, zzﬁﬁr two gpea-heart sur-
xgﬁ:rzes her 37-vear-old heart was not
poing to last smuch longer.

FETRE Pt

- She zzrgeatiy needeé & maglam o

&nd although she was not in the habitof’].
ms?zh ill on others, that meant some-
ane

!t @u?w
Tl

aeon {322
ife of 8 SS-vear-oid mun for 18 days by
performing the firat heart iransplant, ’
the American public is as ambivalent as
- ever about the social, moral and psy-
sholagical imp%zcatmn& of transplanting |
zhgelwing :;rgan& of one person into ane
ot
“ ‘While the wizarzzry of modern med-
- jdne allows dostors to seemmgiy confer.
“imnoriality on those whose vital organs
" bave begun to fail, many paople w often

because of the distrust, ignorance or’ |

"“sheer grief of their survivorg — 200~
"Hnue to take those organs tw their
graves.

But while donations have remazzzed
- refatively stagnunt, the number of hose
pitalz performing transpiants has more

than doubled since 1988, Because trafis- .

plants have become 30 commonplace,
the namber of people who have died
waiting for organs has doubled, 100,
Hospitals, striving to remain competi-
tive, raise their profiles i their commu-
nities and claim a piece - of the
multibillion-dollar transplant market,
‘have spert millions of doliars to stast

transplant 1o rams.
. P Biog SKE unm{m—a .

20 d:e Swn
Ha

Blmd ‘trust oot

Thirty véars after Sau{h African Sur-e
tisan Barnard prolanged the

iy e .

-
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2 Eight years agu, 118 hospitals -

Were doing heart 3ransplants, To-
duy, thers are 166, For liver

{rgnspiantativn, the number of .

i%‘g%r&ms has grown from 7¢ in

w118 today. oo
i Likewise, the number of people
waiting for an organ transplant
has . tripied, topping 50,000 last
tnonth. G
~Like Linda, most of those pa-
tlents know virtually nnthzz’zg

about the hospitals, surgeons and,

national organ-aliocation system
bharged with saving their lives,
relying simply on blind trust,

T PYs amazing to me” said Ju-
dith 8, Braslow, director of the
U.8. D ent of Health and
Human Services' Division f Qr:
ghn Transplentation, “You hear
peopie s%z, ‘I heard he was & bi
doctor.” What's & 'big docts?' It
doesn't mean anything, but the
gverage person dossn’t want to

pow much. . oo
=:*The average patient wanis 1o
#o, get their transplant, get better
and get off the list. They have one
goal.” - \

* That's certainly true of Linda,
Whesn she entered the Clinie, she

gida't kunow how many heart

transpiants the Clinic had done,
what its survival rate was of how
its waiting time comparsd to
piher transplant centers,
“i8he also knew nothing sbout 2
. thoubling issue that centers don't
discass with patients: The aum-

bBer of hearts turned down, for .

medical. or nonmedical reasens,
that were ater iransplanted into
patients atothercenters. o -
“4"'Ljust know it's something I've
got to do kG get out of here,” Linds
said. T just want to make sure it's
Cageod match” ,

Lueekily {or Linda, her insur-
- anee . company, Travelers, has a
contragt with the Chnic's Hear?
transplant program as one of iy
“centers of exselience” The
Clinic has ane of the top cardiac
progtams in the country, and #s
doctgrs performed 66 heart trans-
piants in 1995, more than off but
thyee sthercenters. Theinational
" averdgewas 4. i
Compared to the otHer pro-
geams, the Glinic also hasa better
cue-year survival rate {89 per-
cent ¥s. 82 percent), and a rea-
sonabie madian waiting time (149
days), and turns down allwost no
organs for nonmedicat redsons.

o+

e

s tma’

UIt wes 1:30 am o on A 27

when a nurse Ripped the light

- gs;gitch‘ in Linda's room, rousing

frém & deep sleep. A Clintc
heart procurement team would

. Be fiying to Columbus to take a

fook at the 44-year-old stroke vie-
tim's heart, which h
matched for Linda through the
United Network-for. Organ Shar-
ing, UNOS, an organ databank in
Richmond, Va., has tha federal
conlract 1o distribute organs na-
Gonwide,

“Y can't beliewe it! I'm not .

regdyi” Linda stammered as she”
ttied to remember the phons
numbers of the people she had
promised to cell. “I'mi so scarad; |
can't belisve it ..
'~There was, of course, hey hus.
band, George, who was back in

Tyrone, the small central Penn- -
' s¥lvaniz town in which she had

‘grownuyp, LT -
_Also her mom, Rita Miller, who
Was  staying at the Ronald

MeDonald House on Euclid Ave.
Genrge, it's time,” Linda said,
her voice quivering, - .
“Are you sure?” he answered, -
sHaking himself awake. He began
tc' crY' .‘ Ty . I R
~“Please drive careful,” Linds
said, *“I love you. 'l see you when
Twakeup” = . Do
“George, 36, a self-avowed Yold

- hillbilly,” used to be a long-

distance 'trocker. He quit- after
Linda was hospitalized, taking a
osal construction job m'maz%ze
waukdn't be on the road if some.
thing happened. W
‘Being a trucker, George had
spent plenty of mghts driving in
£ fast iame. Bul even making

- good time, the trip to Cleveland

would he 4% hours. He couldeny

“he: sxpested to arrive before £:30

8B, :
i1 Rita’s room, the beeper the
Clinic had given her finally went

* off. By the time a Clinic police of--

ficer détiverad bier 1o the hospital,

she was frantie,. |

T know we were waiting all
i - \ H -

ad beasn -

E

B

1

his time, bus I'm 50 scared,” she -
said. “I'm just hoping this h_es}yz
likes hiey as much as she likes it
Bven though the hour was late,
the ninth floor was dbuzz With ac-
tivity as the nursing staff pre-
d to move Linda to the card- |
?&%?nténsive»car‘e unit on the fifth
floor. ° ow G el
+ “Pm heping 1t-all goes well be- |
couse she's really a special per:
son” said nurse Jeapifer Uliman.
“I dan't know kow I would lojer-
ate buing here day after day. Sh!e
Adpserves to have a lfe. She's®
inge.” R A
¥ Mai’i(m Grimaidi,
nurse, wasbeaming. .. " 1
Ppe me, iUy 2 really exciting
tme whed somebody gtz A
heart,” she said. “It's like you feel
like they're going to have a baby -
or gomething. The hair goes upon

aiether”

Arms. ) .
As Linda was being wheelsd
down thé hatl, her mind wis rag-

' ing. One foreboding thought lin.

gered: What if this turns put i bia
s dry run? .

A dry run is the ordeal of get-
ting prepped ot surgery, oniy 10
find out that the orgas 18 ynsulls
abts for transplant, Roughty one-
filth of the trips Clinic hear pro-
curement-reams make 1o inspect
donay hearts turn out'to be dey
runs — the judgment call being
made that, upon close inspection, |
the srgsn is we margina 12 3¢,

. et - _
%i’i&t’s what had happened to

Linda's friend, Nancy Vigneau.
On Avg. 13, s Nancy, 46, was.be-
ing prepped for a heart frans-
plant, the Clinic’s procurement
tearn leader called from Colum-
bus to inform Naney's surgeon
that the donor hearl was dam-

agec.’ .. .
‘The psychological. effect on
Nancy had been devastating.

} Four days later, the Broaklyn

Cwoman suffered a heart atlack.
She subseguenily wundsrwent
apen-henrt SUrgery in v,;hxciz she
received o HeartMate, 2’ mechan-

" ical device that temporarily alds

the weakened heart in the ab-
gence of adoner, © . _
1 wish she'd have got her
neart, God Jove her,” Linda said.
“f just hope that doesn’t happen
teme.” : .

The death watch

While the ICU nurses and an
anesthesgioiogist gmppeé 'Linda,
Rite sat along - the walling
room, clitehing a box of Kieenex.




L oeyes, . .

H

The clock read 3116 mm. A
“Taxi” rerun played on the overs
head TV set as Rita dabbed at her

Watching her daughter strugs
gle 1o live for so many years had
taken its toll on Rita. Lindh, the

eldest of Rita's five chiidren, had

been siricken with undiagnosed
rhoumatic fever ms & ohild apnd
urierwent open-beart surgery 16
replace o valve in 1972, whey she
was fust 13, She subseguently syl
feredasiroke. . Vo

$he recovered, but whén she .

had another stroke in 1988, fol
lvwesd sgain by efen-heart sui-
gery and replacemant of the same
valve, it became apparent to Rita

thar if Linda was going to outlive -

hier, she would need anew heart,

Linda has viral cardiomyon-
athy, an enlarging of the heart %;
is the most ‘conynon disgrosis

amung heary transplisnt patients,

affiicting & Hitle more than haifof

hgse whe receive rangslants, -

Werrying about Linga had besn -

ergugh of 2 burden, but Rita, wha
i5 83 years old and divoreed, also
chad her owr health problems,
having recent]

been diagnosed -

with ¢ancer of the breast and

lymph nodes. Thay reguired hey -

10 drive the 250 miles back to Ak
taons, Pa., for ber chematherapy

rgalments, afler which shs
wauld return to Cleveland 1o be
by Lindp gside. - o

*Thie time, { reaily fell bad,”
she said of her latest chemo ses.

stom, “1 had to Jie down when Lot

here. Two nurses up there
‘Lindw's flogr] gotme abed.”

Since Linda's hospitalization,
Rity oy been haunted by helicop-
iors, wondering svery tme she

o

hears the distinctive whap whep,

whap of the Metre Lifs-Flight
* ghopyer whether it carries “Line
dashenry” . Lot
For some who wall, the death
wateh becomes a topic of gallows
humor, ssid Teresa Duke, ihe
Clini¢’s thoracic organ coordina.
tor. A faw patients cope with their
feur and guilt, she said, by “jok-
ing around about sitting at their

i
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3
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citement and exmbiégcy st a’

nightof magic were replaced bysn .

" dem'tneed any tiore,” sk

.facing down Inferstate 8

sorrow so profound it spemed a3
though everyons in the!
diedatonce. *7 07 ULy o~
“You're kidding,” Rita sald as
she begen ta sob. "Ob baby girl:
babygirl....” U RAMLLEEELE
Linda, the color draffied from
her face, stared straight ahead.
“I*ve had bad Juck for 3o long, I°

As ‘she tried o o
mother, Linds thought o

eariv-morning “divinesy, worry-
ing about whether he wib goingte |
belate. ooy mctuiy o

*He drove 30 far for hothing,”

- Linda said. "] don't leok forward

whidagws with dinocoulors, loaking

for molproyclists” tocrash.

The call

At 503 a.m. the phona aog in
tha ICU, Dr. James Melarthy,
the surgeon who had flown to o
lumbius for the procurement, had
bad'news. The stroke victim's
heart was no good. i

I aat instant, all

* i
£ H

i
the hode, ex-

to telling him. He's going (o be so
upsel.” | Coapee e

Room with-a view

From the nimb floor of the
CHnlc's "G Tower, huus to those
gwalting heart iresspliants, pa-
tients can coniempiate the tree-
ieps and rooftops of the cin's
Ear Side and watch the traffic on
busy Euclid Ave, :

The perspective can 'be frus-
trating, but for patientsiwho are

 tethered to VS and rolling heart

menitors, iteffers o mgritzw: from
L

BT hﬂd 3
e wwho with help fram her mom,

: for a week, and

. tricular . assist dovices,
* keep fziling bhearts beating -

“television and ihe obsessive at-

“tention they must pay to their
?mge dally duses of medication.
ut that's aet true for Linda,

transformed the spartan hospital
room into o mokeshifl home.
‘Hundreds of get-well cards,
drawings * * and

T got that 3D puzile,” Linda
had said -on Day ¥, peinging to

* her Cinderelia’s castle puzzle,

¢ne of many she had finished ]
told mysell when | finish that
gzzzie:, that night T ger my
art, Well, that's heen finished
1 stili don’t have

my heart.” . ' Ve
mprovements in transplanta-
tion — naw medications and ven-
which

heve insreased the short-term
survival rate. Conaldered Hulle
mare than sépechments 15 yewrs
50, heatt transplants are routine
ensugh tpday that their average
$250,800 cost is vovered by Msoi-

care, Medicald and private insurv

a

scarce, the rapid- medical ad-
vances” have brought with them
bigger waiting lists, longer waii-
ing times and # greater chance of

photographs .
*warmed the wally of G90-26.

nee.
But with donsr organs being so |

i % Sk
dying while walting foranorgan, ¢
Fight years age, four pesple -

. dled every duy walting for an or-7 -~

gan. By 1992 that number was*ﬁ
sever. Today,itisabovenine. 4
Currently, more than 3,780 pda.
ple are wating for a heart trang. ™,
lant, Only 2,361 received one 1n' ¢

+

995, and 770 people dind wait- ¢
1 A VA 26 A
I A e o X
Fm on my way™

Aug 30 wasasweitening day inr
Tyrone, snd Gedrge Reobinson

Toouldn't move frem the lving |

room couch, He had been think. ©
ing abaut mewing the lawn, but *
be couldn’t snzp out of his de-
pression, All he felt like daing -
was ying arcund. . L4

Sines Linda's hospitalization:.

« her doctars had been forsed 1o

shook her heart sevan times 12
keep it going. “The surses down
there suid they had nevey brought -
samebody back to life that many
times,” she had told George
miattag-of fagtly.

(igorge was still confident thay
Linda was in good hands, but she
hed been wailing in the hospital .
for & new heart for more than
thres months now, What if she
died waiting? He weutid ba alone.

Gevrge and Linda didat have:

*
-
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"chn!ér&n Linda had leamad the
hard way that she would never be
a.mother, having been told only
after a miscarringe a! age 21 that

"the blood- -thinning medication

she had taken made itimpossible. -

C-aarge was gemng anothey ice
't!;a when the phone rang. It was

23{}1::122

“Honey, it’s time,” Lmda smd .
trying te conces! her fear. “Now )

don't get toe excited. Remember

what happened last time, They've

got another hears, but they have
tasheckitz}m L
" The ¢lock was running. Four-

and-a-half houfs stood between
them, 50’ George d;dn% waste
words.

'm on my way,’ he sazd “I ;i
leve vou”

Airst, Gearge had to pzck up

" Rita. To save time, he decided to
" take the route that went by Ty-

rone Area High School. But it was

Friday, and the gchool was piay— '

ing its arch-rival, Beltwood,
football. It was o big svent in zhe
small town, and hundieds of peo-
ple afready had clogged the
streels by 3 p.m,

“1 told her that when | got the

- ¢all, I'd be there before they took

her in,",George said, recalling his
tate arrival the marning of Lin-
da"s dry run. “No maz:er what, 1‘:!
be thara.” -

Farley Lee was Hiting out pa’ -

- perwork at the Cligdes ninthe

ficor nursing statisn when Line
da’s heart monitér- sounded.
Linda Bad been working on an-

other jigsaw purzie - the same
- one she had been noodling over |
- for two weeks -~ when she'
-learned that & heart had besen of- .
# fered for her. Initially, she had °
* taken the news calmiy, but within
< inutes her heart was mz:iug out
_nfcontrol,

Code kae -

L

Lee reached the mm fi rst,

’ finding Liixda on the phone.

* I don't feel goad,” Linda sajd.
“Get bagk in bed,” the nirse or- .

. dered.

" Linda's normaf hean rate was
about 90 beats a minute, bt as
the Clindc staff rushed into her
room, they could see it was a2 120
and rising. They put her on oxy-
gen, started an EXG and called a
“Cade Blue." It was 3:08 p.m.

The nurses knew Linda was in
wouble., They alse knew there




-

" waula Dy nw b uHypalL 1atl ulgn{
«if thev couldn't ‘siow her heart-
:heat .
! When .Linda's’ heartbeat

»reached 1150, the paddies were
*bmzzght azzzwshock her. .

T "It's the same raythm you did -
“last week on us,' said Dr. Mat-
cthew .G Dé&éyx J"You faelmg

\QX?::. oy

S “’{c§,” Linds said” weakly, the
wgen magk muf‘liz}g frer voice.
Linda was anxious, but she alsy

© was alert and responsive, Deedy

decided to give her heart time 1o
stow itseif, rather than shock her
or administer drugs. Either one of
‘those measures couid Jeepardxze
her’ chances of undergomg a
transpisnt,

By 4.p.m., Linda's heart rate
had dropped 0 114, Itwas ago

Point of no return

Shortly after 6:30 p.m., the or-
gat procarement team boarded

Life-Flight, bound for Youngs- .,

own. - The team was led by,
MeCarthy, the surgeon who had |
decided that the heart offered for
Linda three days earlicr was un.
asceptable.

o the ICU, doctors and nurzes,
snce again be:gsm inserting an I'V
tube ‘into Linda's jugular vein)

“Linda was awske during the pro- .

_cedyra,
“Ren, if the hears no good,

- will  they electric-shock  me

again?” she asked’
Ben Mesia. one of:
her nurses, “1 (iozzz

wan:  Ctedl bé .

shocked,” 2"

v YThey'll “make
" that decision then,”

he answered gehfly,
“Fhink positively.” -
DBy, .Robert W
" Stewars, head of the
v Clinic's heart fradis-

1

X

plant progroam: and T

the docter sthed-
uled 15 perform Line

ga’s surgery, came

in to introdice Rim-

zeif and 12} Linda g
tittie Bit about what -

to 2xpest.

; ‘ - Transplants  are

éxercises in medical
precision - from

- 7 -the seemingly inter- -

nyinable poking and
prodding . patients
andure to Ihe almost

=

4

€5COTIS . PrEture-
ment tzam mems
© hers rereive  until

the moment they en-
, ter  the
! oroon.

+

military-style police”

sm’ger}j

»

4

“Linda added,

f

' & "You 1y to goors -

dinate everything

plse so that the minute they're

waikmg in.with the {newi-hearr,

we're taking the old one dut sa

thal thers's an exchange at thil
time,"” Stewari said.

"The critical decision is reaily

.made hy the person whe goes 1o

get the heary” be added. “I'm
very fortunate to have h:ghi} 2%
perenced guys Hke Jim McCar-
thy. I have no idea how many
transplant funs ke's bees op, He:
cian spot & bad heart a1 20 feet, MHe _
alsh knows a guod beart. And he
knows the heart that isn't parfact,
but is g20ing ¢ ba good ﬁnough for
us."

"y Linda was begmmng to pet

grogey from the medication: Her
eyes ware sixts but s?ze could spll
talk,

“f hope they wake me tonight,”
she said; her voice barely audible

- Through the cxygen mask. *] want

W owake up later and have this

whole thing ba ever.”

Nlenise E. Brainard, a transh
;Sianz nurse whe follows patients
;fter surgery, tried 1o gomfon

er,

- "1 tatked t¢ Dr. Stewm and he
said. it inoks like & real gaod
heart," the nurse said, .

“l don't want a bad heary, -

Linds rold Brainard.

*

“Oh, we won't givé you 2 bad | °

heart. That's why there are dry
runs. When we gzve YOii & Heart,
Wilbeagoodone.”

“They said thatother one was
from a  dd-vear-oid womzn”
"1 dow't want 3
heart from g 4-‘13year~oid Womagn,

T e e e 1 ¢
& . MIEARY e

iy ying
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ARer gmzzg ﬁzwugh all this. I
want a young hears. Ldon't wants

U Syearold heart”

“Well, even if we give vou 2 44
year-old beart, vou can be sure

" dhat it wiil be & good one. You-

-should have a good weekend.”
.What 2 nice [Labor Day} h;}hday
present’” -

It was shortly before § pam.

when' the staff assembled in the

ICU to 1ake Linda 1o the operat- °

ing room. As they were preparing

n move her, Feorge and Rits ar- .

rived st the ffth f}oor wamng
oo,
: “'Z‘hey re wheeling l*ez‘w the sl
evator,” a nurse told him. “Yozz

. ¢an catch her there.” g
The raunion was brief and frem

zie{i Q.In
. This was &, Gaorge thwghz

; ’!hese were the people who weré’

1o perform & miracie by mv

: Fgﬁénda angw heart,

¥
H

S L)

d.)“sﬂ

B

—

—_

|
|

- eiselined up very

pwn heart was in hig :hmi

“I §Ot o see her for two mirs
utes,” he ‘sefd. “That's &l T
Cwapted — just to et her know'
;}hat we were thére, that we imre
gr (1] .

‘::»

Nzght owis R

The heady success the Ciinic’s
- beart transplant program has en!
Loymi since its inception in 1984
as canferred godiike statug an
ons - Stewart,

ity three su
Nicholas Smedi
MceCarthy. But it is the tireless

:"-;‘

ira and Patrick M. .

1a

*

ang nerve-jungling efforss of

Katherine J. Hoercher, the card~
fac rransplant coordinator; Duke,

the thorscic ergsn goordinator)”

and the Clinic's organ procure.
mentteams thatare peﬂ*a;&s aven

. mgre impressive. e
On¢ of the grim realitiss of or-

" gan donation is that many organ.
donors die st night, often from
homicides or- traffic fatalities.
That requires. Duke, Hoercher
“and the procuremsnt teams to be
gvailabie ardund the clock. -

As a result, they learn to.take
power naps, iometimes aboami
Life-Flight. '

“Transplants aren’t really any
fun because they're often in the
middle of the night,”  said
Hosrcher, "But we're very ag.
. gressive. We take 4 lof of hearts
that other programs fumn down.”™ "

Stewart said the Clinie {s aci
tely aware of the ba}ance of nsi(
factors. bl

Y will tranaplanz & izzghq'is’k
vecipient.” he said. "I wiil also.
uge 2 donorthat is borderline. But
Twon't uge a borderiing heartina
high-risk recipient. Risk is comu-
lative. And we can neotralize one
risk factor by having every:hzng
nicaiy.”

Patieniz donl reaiize it but
even thelnators tOp transplant
senters turn down more than 59
percent of the hearts they ard of-
fered. usvally bécause the re 1p1
ent is oo i or for any of

than 3 dozen sther.resgons. 22‘£~ '

vaiving the heaith sz'-d social hlS
torvofthe do:mr L

. The detesrmining factors in wha
gezs transplunted are biood and

‘tigsue type, length of time on the

- waiting hsz medieal urgensy and

the distance the procurgment
team has to tra’vai to abiain the-
organ.

. ' Hoercher sald‘the Clinic had

tiuveled as {ar as northern Flor-
ida to.pick up a heart. Bacause of

* the Chaic's willingness to ageept

‘whehad to
. Yéarbook

hearts thar other transpiant can-

ters turn down, 60 percent of ity
hearts come from owlside the re-
gion. .

The Clhzic also trangplants pa-
tients who are on its waiting list
but are hogpitalized out of state,
bringing them in by heticoptar fm\
the surgery so that they can be
near their ranulles wh ez they

_wait.

That wasnt p@ssz%ﬁe for Linda,
uit herjob gt Josten’s
0. in State College,

. Pa,, after’ ghe became tog Hi o

e

work. S0 instead of. baing hospi-
tatfzed in nearby Almsona, she
spent her summey in Cleveland,,
staring out har hospital avmécw
and waiting for the death of

‘siran gar
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‘The turning point - '
. The témperature in the operat-
ing rogm wag 2 cout 8 degrees
when Stewart waiked in wearing

. Whit= pants and a white shen--

" slepved shirt, The call had &

rived: The heart was geod. .
TS ETSER HOSPITALI 4oA

'

.
B

HOSPITAL romiaw

. While teams of procurement

specialists, whe ‘had arrived to
ciaim other organs, hoversd over,
the  donor in Youngstown, the.

. Clinic's surgical team readied an
upcanscieus Linda for her five.
ROUY SUTgery.

The heart is atways the first or-
. gar to be progured, and doctors
have s maximum &f six hours
. aftercross-clamp’ ~~ the cutling . -
.+ off of the blood supply to the do-
, 7 por-heart —to transplant the
heartinto thereciplent” .~
By 10:22 pam., it was clear that- -
. .. 1he prosurcment tesm was rem-
_ning ister than expected, Linda's -

) chest was open and Stewart wag -

' resdy 1o remove her heart. She .

had baen on the hearsdung by
‘pass macking for 12 minutes. | -

. “They didn't forget where we. ™
were, did they?” Stewart joked

dreiy. . .o
. Three minutes later, Mc{arthy |

¢ and.the procurement team swept
inte;the room, carrying Linda's
. new hesr in an Igloo %’ias'maw
codler, o )
It ook Stewart about three
_inutes 1o remove Linda's heart, :

Simultaneously, tws nurses carg.
fully removed the donor's heart
= whith was suspended in 4 sa-
line solution - weighed it and

-7 p:‘tgﬁr&d i for transpiant. .
Ther the delicate work . of |
stitching the new heart into Lia-
. da’schestbegan., . -
Stewart said lttle. Because the |

Clinik aversges more than one
heart transplant 2 week, leam
members have gpent o lot of time

- working together,

. The turning point in the sur--
Bery  came when Srewarr wasg
ready to allew partial biood flow
into Linda's new heart. It would
either begin beating on its swn or
ke would have to shock it hackto-

€, % _
o« Or Linda would die.

: The dector removed the clamp.
immediately, the’ heart began |
Leating, confirming Stewart’s in-
thitlon: A perfect match., ‘

(“That restores my .equilib- !
rism.” he said; \ -

- He azked 3 nurse 1o call George |

H
S

and Rita in the waiting room and
el them the surgery was gotng |
well. Rita began to cry. George, -
Jfor the first Ome. saw an end to |
Linda'stong ordes). i
UL car't help bur think dbowt”!
where the heart camk from, and
why: things have worked out this
o wayl” he said, his eyes forugad on
the loor. i guess zml}’ oor Man
* knows for sure, Stili, 1 fnink abous
© R about the family on the other,
-end of this. .



’ ) ’ * !

+ " .

said. "It was a godd match. Best
1've seen is some time .
Stewart said he was optimistic

. ,' sbout Linda's long-term outiogk,
- Her ehance of surviving the first

- -year; he said,-was’ahc.uz 88 per-

> Do you think they would getus
in touch with them? If they had

hard feelings, I woulde’t wani to .
intrude on them,” he sajd as his |

eyes welled with tears.

'For & moment he could not -

speak,
- MPd ke to j2t themt know whar

' we're like, 1o thank them very

~much for the second chance they

gavemy wife.” . .

. £he Robinsons know only that
Linda’s new heart came from a
Ji-year-old wonwen who digd
from a gunshot wound. They new
Know that at least twa other fani-
Hes benefited from the doner

. famﬁg’s gencerssity, with the liver
and kidneys alse beiag procured
for waiting patients, < )

1 Although organ recipients are
given no other information about

the denor, they are. allowed to-

send 2 letter,” vsually relayed
through the hospital or o Yaa
bank, 15 the donor's fami} ,l¥he
famnily then chooses whether o
respond, . .

: Many “don't, preferring their
gift to remain a silent, selfiess
Bt o«

]

Bye by

L A1:04 ami, the surgedy Qndei .

Btewart walked into the waixifg

room and exlended his hand te

George. ; )

It went vely well,” the doctér
: 5

I A

©ooant. oL ¢

“The -real Question now is

- what's going [0 happan to the do-

nor heart, specifically coronary
artery -disease,” he said. “And

< there’s about one ¢hanee in three
that, five years from now, that

will have caused her major prob-
lems, - gither ~ death or re-
traaspiantation.” S
While . those " odds may- not
spund great, most heart trans
plant patients will 1ake them agy -
day.over the immediste alterna-

. tive « death. Many heart recipi-

ents are now Lving more than 16

. yRUrS. And the longest-Hying re-

cipient, . 2 4U-year-oid patient
trangpianted &t Stanford Univer.
sity In 1874, has logged maore than
2{} ears. * N |¥I- \».- z

. “Every yeur, things get & little
bit better,” Stewar? zdded. “So

e

Back to Tyrone .

Mestied in the hallows of cen.
trai Pennsyivania, hard by the
iittle Juniasta River, Tyrone is 3
world away from Cleveland,

Thiz mill town of 1800 resi-
dents is whare Linda 1w up,
and where her children would.
have grown up had her {oriunes
besn different. Lacking thoeugh it

may b2 of the amenities she and

Rita had grown used 10 in Clave.
land, Tyrone i$ where hey family
and her heartis. ! o
For the mast part, Linds has
been deing well since her trans-
piant. She 55 also relieved to hear
that Naney Vignean, her friend at
the Cleveland Clinic who was |
kept alive 23%: the HeartMate, got
“her® néw heart a week before
’Z’h&nksgivizzg, and that Nangy is
' regovering, oo, ' o
Bocause she has been 5o fikated
an living, Linda has given Hitle
thought 1o what Renee Fox, a pro-
fessar of seciology at the Univer-
sity of Pennsylvania, calls “the
tyranny of the gift™ - the inabil
ity of ovgan recipients tv ever re-
pay such an extraprdinary act of
giving, She was alfowed only o
send a brief thank-you card to the
donor’s family — who chase not o
+ pespond — z2nd that was the end
of it “ A :.x? e .
Like many trassplant recipi-
enitz, Linda expected her lifs 12
pretty gnuch reférn to normal
after she came home, It hasp't.
Every day;, she cheslls her
bisod pressure, femperature and

the outlook’s not bad for Linds st . weight, walks 30 laps (five miles)

Linda’s recavery was swift. On
Sept. 7, eight dayg after hertrans.
piant, she left G50-28.

She tried not to ory, but even
the heavens wept. The rain came
in torrents as Linda, Rits and

. st dhisdnkeedae.nl the hieh
iy

school and swallows 23 pilly
ratiging from anti-rejection drugs
to Geritol, She returns o the
(Chipic every three weeks for o
b:og&y, : (A

“My bedy's fighting my hesrt

,George  ipaded Dboxes inte because it knows iU's a6t part of
George's truck. linda's nurses, mybody; it's sotnesne else’s, " she
T oA T T I -

- many of whdm made it part of ;
their daily rituals to imke their 2
breaks in her rpom, gathered to !
say goodbye and wish herwell,  °

“It was hard to leavs those peo-- .
ple,” Rita said. *You gel reall S
tlose afier being with them all .

thatttme . ooy o7

_ “Ldidu'tevensee my cousing as
much es I saw those people,”
Linda added. "] saw thems every

E1 . : JTe P4 » . 1

s rat
. s

d then she lefY, carrying the
heart of 3 woman she had never [ - . .
known, along with the hopes and ©

fearsof s life she slmostiost, + .
Al that was left of ber 110.day .
gtay gt the Clinic was thie note she
Bad scrawled on the messaye
 boardinhervoom: © - . ) :
. “Thanks for alf the special care,
EVERYONE. Bye bye, yall”

o




m

ey

caid “But | didn’t think I would”

have to take all the medicine |
take. I take g lot gore medicige
thad 1 teak before, azzd that bums
meoutaler” © -

But i other ways Linda's }ife
has retarned o normal. Sweaters

. still needed to be Crogs-stitched -
.o Christinas pressnts and the

many _ chores associated - with
maintaining the Rebinsens’ snall
trailer home had to be done.

‘George hasn't been around.to -
help much.  Afrer. Linda camie -

hone, he took & Job with a Conrail
snhwntmcmr, helping to clean

up train-derafiment  sites. The,

meney's good, Linda, said — $10
an hour - Hut i keeps Geerge

- gway frombeme alet
" But there's & more zmp&rtam*

reassn Linda hag not had time to
cenvalesce. It is now har turn to
talie care of Rita, who has been
suflering terribly from her can-
cer. .
Since compietzaglhef chery-
therapy regimen,
receiving radiation thesapy ot Al-
toona Hospital. Every. day, & hos
pitsl van' makes  its rounds
through the hollows near Tyroae
and its gurrounding communities
picking 'up cancer palients and
delivering them to t e hospizal 5
cancer genter.

’I‘he pments wnh early ap-

ta has been

+

unti! everyvone is done. Then they
are  delivered buck

van arrives agaz;; the next morny

imda vowed thaz her mom

would not be on that van. So, ev
"ery day, she drives Ria to the
* hospital,

doizz§ Ber
stitching in the ieb

argain-huiting.” « :

“She stayed szh me zt:e zhz*ee Ll
eveland,” said Linda, -
#] thirik I can get out azzd takea her’’

months in

tothe hospitel.” .o
These are precious monzhs for

"Linds and Rita, filled with laugh.

ter and Rits's infectious opi-

mism, For the first time in years, -

it appears that deughter will cut-
five mother - a5 every parest
knows it should he. :

And still, Linda isnt sure she

would he willizzg 10 endure it all

again. -

“They say yﬁu might have o .
have another trangplant within a
certain time, but I don’t know if

I'd do it again,” she said, “I say.

that sow, buat whesn it came down
1o dying at the hespital 1 dideyt
want 1o,

*1 guess ! zan say I wenldn't do

pémtments szmply sit and wail -

their .
homes, Where z%zey wait until the -

eross-
by while Rita
ets her radizzmn. Tzzeu :?*zey gq .

"y

it again, now that Zm deing so |
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‘If you are facing '

© When deciding where to' gu

number of masplams & centen

oo . and the surgesns’ expenem.eé
! . : 1 medical experts say. 3
‘ Centers that perform la sq

; ' are less likely to bum away f,!e-
A nated ‘organs matched for pa-;
‘ Lo, tients on "their waiting Hsts,
. ' . - accurdmﬁ 1 Dr. Robert W
. . . Stewart, he
Clinic’s heart transplant proi,
R grant.
o . “Volume almost aaswers ev-;
- |7 ‘erything else.” he said, “If you'
wanted 1o pick a transplent
enter just on the availablein-
-formation, pick the top -~ 2{?

-bers, and then go down the top)
20 and pick them acmr&mg tof
©survival rates.”

Valume and mortality datg
far transpiant centers are pub«
lished by the United Network
for Crgan Sharing in. its 1994
Report ,of  Center s;ifim

e Gralt and Patient Szz:%fi*m].

:, K * . .+ Rates.” The full report costs
: . $115and can be obtained: i:;yi

i cauingl -B00-243.6667. N
... UNOS also provides mormi«@
ity rates on up to 10 _centers
free of charge to fransplany

v ‘ request to; UNQS communica-
A .« b tions, P.O. Bex 13776, Xi{:.?zﬁ
' mond, Va, 23225 . 4

RN Informatma hout & s:uré’

geim ‘s experiense must be re«
. -quested from “the t;azzsphmﬁ’
‘genter. e L
Adéitwmﬁ "Trazzspi:znf
News,” an in: zzstry newslettor]
offers in-depth coverage on the
latest issues of interest 1o i
. tients and transplant, profesd
- : sionals. You can s&bscnbe byl
- . -saﬁzdglsoocsﬂwzsz A
computer users with ng,
cess o the World Wide Web.

will find tseful trgns;:iazzt i1y -

£l o formation on homepages pub-f
. ) “7 . : Hshed by UNOS: gleo
R L Btip:/iwww ewds :metfunvs'
. Lot iand the US. De ent. of
T - - " |- Health and Human Servides'
. : e -1, Diviston of Organgranspianmx
' . tion:: <

) Ty roT " * h
L, o t%;lrdidaxfdotmamhm

el

H
H

a transplant . — .

for a transplant, patienty, -
should consider . the amual’

performs, Hs mortality ratef
numbers of transplants tend to -

have betfer survival rates aad..

ad of the Cleveldnd

tz{:ccrdmg to ivelume] fuma

A

cangdidates who send a wrsztene .

siiwww Arscidhhs, gozfj ;
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: and a medlcal bureaucracy W

’I‘Iie majez' prcbiem in :raas larta..

©tlon, those involved say, is the pa- -
tivnal argan shéﬂage That's true.

Bt many pe gsa do donate, bestow
ing parting gifts - what biomadicy!
ethicist . Toomas H. Murray calis

“gifts of the body™ - oh strangers.

without expectation i}f compezzsatmn
or éven thanks. |

These gi ifis give peaple such as 37-
vear-oid Linda Robinson, whose story
sppenrs. today, 8 second chance at

iife. They also ndvance the sclence of

one of medicing's ‘most astomshmg

T frontiers.

But-there is a dark side 16 trans.
plantatm A Piain Dealer investiga-

tion found wide disparities across the .

nation in the time patients waif for
organsg; higher mortallty rares, on av-

-erage, at ceniers that perform Hmited

numbers of iransplants; and centers

- that frequantiy reject healzh}f organs

for nenmedical reasons. )

The . mere than 30,080 pmzeats
waiting for organs dow't have acoess
to that informadon. The government
agenoy responsible for ensuring an
equitacle’ natiehal transplaht pro-
gram, and the contractor thad main-
tains the data, refuse to reveal it

They claim thal transplant kenters.

haven’t reviewed it, and might be un-

. willing to provide information i in the !

T A1 T : oy ?
f‘utum if it was disclosed. " ,

The Plain Dealer's series, . 'Trans«‘
planting Life — The Trigmphs, The
Traps, The Tragedies,” begins todsy
and runs throegh Thursday, We ex-

- pect it will stimpiste debate about

the nation’s transplant systens, which
relies on the trust of serigusly ill pa- -

. tiengs and the gensrosity of strangers

whige families have & right 1o know
how their joved ones’ gifts of the
bady are being used, - 3

. Tomorrow: Same transp!ant een» R

ters turn down msny donor ergans
for nonmedical reasons,
- ‘Puesday: For almost a vear, Umw
versizy of Kansas Mediga! Center of
ficials misled patients awaiting hea
transplants by failing to tell zhem'
thay the program wis dormant. ;
Wednesday: No issup strikes more
attheheart of the dispute gvar equity,
in organ trangplantation then the
grosg disperity in waiting times. :
Thursday: On average, patients
whe receive orgon transplants at [ow-
velume centers are wiores likely to die
within the first vear than these who
undergo transplants ar high-volame.
éenters: Alse, & chdrt showing the
mortality rates, volufnes and median
waiting times at U, 5 tx‘anszz?ant Cen-
tem . {. [
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TRANSPLANTING LIFE

‘THE TRIUMPHS, THE TRAPS, THE TRAGEDIES
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Chester Szubez‘ embraces his wife, Jearme éurtz:g anews coz%f’erence a %’il!l,am Beaumoni Hospital in Roya] Oak, V!if:h in 1994 after
undergoing a transplant in which he received the heart of bis daughter. Pattl. Szuber, now 80, was ihe ozzly one of iha 24 p’aﬁents on
- Beaumont's waiting list wio receix:e:i a heart transplant that year

patients
not told

Sseond of five ‘articles

DAVE [AVIS,
JOAN MALIOLINE .
ane TED WENDLING:

FORN REALER ILRONTENS

t

ROYAL OAK, Mich, -~ The
sum of Parti Szuber’s donated
parts was rwo eves, two kidreys, a
iver, 30 bone and tissue samples,

and ong deating heart,

n a wrenching, bitterswest
stéry of 10ve and dealh, {he heart
af Yhe 23-vear-old nursily student
wént to ter father, sad it mads '
. Michigan: tree farmer Chester
Szuber tfie mast famous heart
trdnsplant rscipientin America.

Patti Szaber's tragic death in &

PO EEIL - I AP, . SR IV S

,HOSPlt

wrmezan
s

gasz 1994 gad zhe tmz:xzs!antatw:z
of her heart ints the chest of her
“giling  SB.ovenr-oid father alsy
thrust the suburban Detroit hos-
pital at which the surgery was
igzeifarmed zaw t!ae nazwﬁai $pot-
ght

{hester Szuber ﬁazﬁ been wait-
" ing four vears for a transplant,
and Wiiliam Besomont Hospital
" in Reyal Qsk was inundated with
calls from reporiers and TV pro-
“ducers who wantzd to tell the
family's hearibraaking story.

But what Bezumont officialg
never told Szuber or any of the

. other 23 patiests on theiy wditing

st in, 19594 was that the natisnal
shortage of donar organs wain’t

the only reasen they had been

waiting so long for new hearts,

- That year, Bsauvmant gtaff
turnied dawn for nonmedical rea.
sens 101 offers of hearts suitable
for transplant. The ceasons f(or
the turndowns, as reported to the
United Netwerk for Grgon Shar-
ing by the organ banks thar of.
ferad the hearts fo Beaumont,
weng wither surgeon
ﬁmvazlabie}amgz‘am tio busy" or

L7 JEE SN | R S

als reject

1

_Ansthet 76 heart offers were,
torped. down by Beaument ad

mintstrators in 1994 for medical
reasons. They accepted just one
e

Beaumont wasn't the only pro- |

gramhafwas turning dows heart
offers for noumedical reagons
that year. While transplant pro-
fesslonals were publisly ldment-
ing the shm-tage of dosior organs,
38 of ths nation's 147 heart trans-
plant centers refused for non-
medical reoasong 20 percent or
e of the tolal heart offers they
received during the Isst seven
thoniths of 1994, ‘according "to
UNDS records, ﬁtmzz 97 percent
of those hearts were later trans-
planted into patients at other hos-

fals, a UNGS official sald,
R SUTBTseq that The ham-

bers are that high,” said Thomas
H. Murray, direcior of the Center
sf Biomedizal -Ethics at "Case
Western Resarve University and
ane of several ethicists and dog-
tore who said they were nnaware
of the progtics, "Yoz:*f,z fthe
know whm the” circumstances
were ... but Ifthey cau’t.give

ASSCCIATED PHE

Pattl Szzzbar. 2 2. died Aug. 18,
1994, In # one-car aogldent in
Great Smoky Mountains |
National Park in Tennessee.

“You .¢an count me Gimon:
those whe wers suy rmé o hes
that it happens ot . [ assumead

was extramely rape, zvz:% it ough
tobeaxiramely rpre”
Transpiant professtonals say .
haspital's rate of turning down or
gans for nonmedical reasens i
just one facter that ‘palient
should consider when choesing |
hospital. Other impsrtant factor
are 2 kospital's mortaiity rate an:
the median length of time its pa

Jients must wait before bein:

tragsnlanted.
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' TRANSPLANTING

. LIFE '

THE 'I%.EUMFHS. THE TR&PS,

. ?ﬁE}‘l}f‘éGE 1ES |
stZerday' Whezz Limin
. Robinsen’s ., 37-year-old
heart be a%azx to fail, forcing
- her to take up residence on
the ninth fleor of the Cleve.
lang Chinic last May, she

« fzced the transplant pars.
dox. For her to lve, some- -

one had’to die. For Linda
and her family, the wait for

- B a new heart was g frighten:

if reminder of the frapility
(]

and a closerup look at |
one of modern medicine's

.mast astanishing frontiers,

Tomdrraw: Dunng ari i
-month period ia 1994 and
1985, the University of Kan-

' b sas Medical  Cenler placed
' on.its heart transplant wait-

ing list,” or evaluated for

3" placemenr 33 patients with-
+ | out telling them that they

had Hitile chance of sciuaily
recetving & transplant be-
cause internal -sguabbles
fiad shut the program down.
Ag two state investigations

v later verified, patients wére

deceived and university of-
f czals foiled to act.

" Wednesday: If you need & -
new ‘Kidney, the” median .

~waiting thme .for a4 trans
piant ranges from iees than
two manths at a hospital in
Fort Worth, Texas, toc 838
days ot a medical center in
Hershey, Pa. The median
wait for a liver transplant is
“i8days a4t ¢ medi

" for the Boston hospitals that

.are sarved by the New Eng-

fand" Organ Bank. In the

‘1 continuing debate over £g-
: ult}’ in argan transplanta-
1 ton, no fssue strikes more

at the heart of the digpute

. ihan the gross disparity .in
. watling bmes. .

‘Thursday: On average,-

patients who receive organ
transplants at low-volume

" genters are more likely 1o

die within the first yesr

- than those who undergo

iransplants at high-volume
centers. Few patienls are
awarg that they onn signifi.
camly :  incgease  their
chancek of survival by going
to.& transplant cemtsr that
does thé risky surgery rzdre
freque's'tlv

reater ™
in New Orleans but 648 days

-

"

I: ?UBNDOWN FROM -3

S For exainple of the 806 offers

A center’s high nonmedicsl
furndown rate also doesn’'t neces-
sarily transiate inge longer me-

dian waiting times for patients. In

some cases, a high rate of turming
down grgans {or nonmedical rea-
sens simply reflects the size of a

+ program and the rescurces- the
* hospital has z%e?ozed 0 tmnspiazz“
dation, :

of hearts turned awey for gon-

' medical reasons during the fast

seven monthy of 1594, many were

. refussd by gmaller programs,
* such ‘as Besumont's, which has
: just one transplant tesm. That

toeans veeations, medical confer-

ences and other exrdiac surgeries

. thatmight call any member of the
., team away forved those conters to

turn down hearts they otherwisse
migist havs a::cepzed for wa:tmg
pa LS, :

- More recent turndown data

“eould nnt be obtained because

UNOS, the government contrac-
tor responsitle for aliceating do-
nated organs, has refused (o give

1995 and 1396 organ turpdown’
, figures for individual hogpitals o |

the U.S. Depsriment of Heaizh

andﬁnm Tvices, P
ETEg e

' transpiant centers have aol re-

viewed the fgures end that the

datg may have been inaccurately

or m:wmfannly reportsd by the

" nation’s” 66 “organ . Backs. They

alse fear that making the dala
g@blic would discourage centers.

m veluntarily providing infor-
mation, provoke lawseilz "and ’
change the way the dnta i3 re-

: portad in the future, mnderzng it

scisntifically useless, - i
- Beaumont - which has daone an
average of just 2.6 heart trens-

".plants o yeor since its program

opened in 1988 — had the thivd
Ighest percentage of nonmedical
turndowns in the country during

TRANSPLANT FACTS

‘Fetimated ﬂrst—yeér charges
per organ transplant, 189

" Heart - $253200-
iwer $314.500
Kidnay 508100
Kidoneyjpanoreas $4L300
Pancreas $S125.800 ¢
Hear-lung $271.400
Luhg ~ 5285900

" SOURCEMimen & 1‘.0:Eem:m.a':w~

Brookiiedd, Wis. consuliing utvanes

the L&sz -geven months of 1994,

Durin that titne, Besumont

down 32 offers of hearts

far zztmn:edicai 723008, AN aver-

age of more than twa per patient,.
15 records show.

In .an ilatervisw in Octobar,
Beaumont sdministrators  dis-
pzz‘{ed the accurscy of the turn-

down figurez. But last month,
after referving the matter to the
hespital's peer review committag,
they confirmed that the fi gures‘
WErE COrTRit,

Hospital officials wonld net re-
vep] the resultd of the comumit.
tee's report, which  was com.
pieted in December, but said they

" had sddressed the probiems and

had not turned down any hears

i 1996 for nonmedical reasons,

“Nonmedical  turmdewns  of
hearts is something. that we don't
find acceptable around here, a
least anymore,” -said hospital
spokesman Mike Killian. “The is-
sue 18 that it shouldn’t have been
Jdone in the first place.”

Beaumont administrotors attrds
buted part of the problem 1o the
fmsy schedule of Dr. Jeffrey M.
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Altshuler, the haspitals only
heart transplant surgeon, Alt-

" shuler performs about 230 heart

SUrgeries a year, or about four'a
. week. When a heart is offered, he
~often must be availabie 1o remove

" aswellagtransplant it,
“*The big problem in havingone

wansplant sargeon is when I go
.o veentien ... what happens 1o
the z‘ecmzents"* Altslusier said,
“We've mede arrangements with

other transplant programs now
that if I'm gone for & week, we
call them ... and they will cover
forus.” :

Beaumont officials would nat

say whether any of the patients
for whom hearts had been re-
fused died without receiving a
transplant, Because patient infor-

wmtmg list tbout the nonmedical
turndowns. That deprived them
of the choice of transferring 1o
another hesrt franspignt proe

gram.
. Patients st Besumont and else-.
whers generaily also aren’] sware

that transplent centers turn dows
most of hearts they are of
fered for important-medical res.

,s0n3, -such as the recipient was

too il or the denor's size or
weight were. mcumpatib}e with
the recipient.

MThere are always exceptions,
but as 4 general practice, patients
are not told absut {organ] turn-
dowss,” said Dr. Laslie Rocher,
Beaumont’s director oftrans;:iazz«
ation sorvices. “Iz doesn’y add 10
their well.heln

mation 18 confidential, The Phain

Deaaler was unable n identify
‘ Beaumeont patisnts or their survi-

vors to interview for this story.

* Patients not told

- In g practice officials at Bean-
‘mont and somie other hospitals:
said was universsl, Beaunont did

not tel] any of the patients on its

‘Rome  me 31 efhicists  gig-

‘agree. Jeffrey M. Prottas, s UNOS

ethics commitiez member, even
goes a step further — advocating
that patients be given turndown
datn  when they are deciding
where to have a transplamt,
rather than after they are aireacls'
hes italized.

“Whenever 1 have my sy on

" when organs are turned down for

ment for this story, Since becoma |
. ator, he has remained in-
valyad in tmnsp!azﬁ fssues andy

-

'
.
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“ihis § issue, I say thaz UNGS wghz ”
th be puhizslzmg all of this” said
Prottas, who teaches heslth poli- .

tivs at’ Brandeis University in'.

Waltham, Mass. “It's reall
fuir. Everybody should
these sorts of things."”

But they don't — particularly

now

nonmedical reasons. Cificials at
Onle State University Hospital,
Vanderbiit University Medical
{enter and other transpiant oon- |
ters ground the gouniry ail saig
they doit't tell patients about nose
medical turndowus.

As a consequence, patients at
Vanderbilt- didn't know in 1994
that 41 percent of the heart offels
were baing turned down for non-
medical reasons white the head of
the Nashville, Tenn., hospitels
heart transpiant gram, Bill
Z"‘mi way campaignmg for zhe

S, Senate,

‘ﬁ?srz:iaz‘bziz refused 83 affers e?
hoarts in the last seven monthy of
1994, 46 of them for nonmedical
reasons, according 1o UNCS datar

Frist, who was elected to . the
Senate that year, declined 1o come-

along with Ohlo Sen. Michag] De-

- Wine, founded the Congressions!

Task Force on Organ a:z:i Tissue
Douation. . -
tiz zmclear hew Many of ihé

. ponmedica! turndowns are attribs
. utabie'to Frist's ebsence, but hos-,

pital officials suid that when he
tovk & leave from Vanderbilt in
late 1993, they were Jeft short.

‘staffed.

“When' Frist eh, #t let’t m::.;
puye doing e&'er;thm%
adult beart surgory, all the adu‘iz
thoracic surgery, and all the
transplants,” sald Dr, Richard N,
Pierson I, the current directdy
of Vanderbilt's heart trausplsnt
program. "When I gof hers, | go¥
that {virndown] list from sur chr
dinlogist, who was unhisppy that
wa had had to turn down organs
because we dldn't have enough
people.”

Pierson wnceded that Vander-
bilt turned down organs for non-
medical reasons before he ars
rived in ézzig 1984, but he
disputed UNOS dats siating t?zzzt

9 c:f the 46 heart offors Vanders
i1z urned downa from July to t?ie:
nid of 1994 were because a sure-
peon was unavailable or the pro-
gram was too busy. He said just
one heart was twrned down'in
1984 because a8 surgeon was unsy
available — in Aupust of ihat

year, while he was gn vagation.* °
% SEE QRGANSIT-A

7%"#
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ORG&NS FROM 6-A

"Ever:. program turns down
~prgans,” said Dr, John R. Wilson,
* directorof Vanderbilt's heart fail-
‘urg program. “Whenever you

have limited numbérs of surgeons|.

"gnd you Have patiests on the
sﬁ'altmg Hists, you would not like to
See any organ turned down, But
-that's gus{ 1ot a realistic expecia-
tmn of any program. There is oo

‘program in this country ihat can
Buarantee that every orgas that's
accapzable is taken * '

€ »

ﬁwar@ of pmblems

“We do |ic
19,000 1o 28,000 rransplants =
year. We'rs :aikmg about very
small numbers. That's rot to say
patients should have baen treated’

¢ this way.”,

‘But- accorémg to Braslow and
,her deputy; -Remy Aronsff; no
one, . ircluding  anyone “from:
UNOS, evgr even questioned
Beautnont or any of the other’ pm~

gramg with high refusai rates.
"Uné TEason Deaumnont wasn't

gerutinized, secording to Aronoft,
was bocanse Ahe hospital’s 1993
heart turndown figures improved
aver 1954, Beaumont's nonmedi-
cal turndown rate dropped from -

- Although-heart transpiant pa-

- tients are not aware that many
- Hospitals routinely turn down
‘heart offers for nonmedical rea-
sons, officials at UNOS and the
- Division of Qrgan Transplanta
" tion have known about the prag-

tive for alimost two yeary,

~7in March 1993, prompled BY
guestions about heart nurmdowns
.2t the University of Kansas Med-
ical Center, government officials

, asked UNOS to compile refusal

" data on each of the hatipn’s 167
neart ransplant programs. ;

.+ The report, covering the last

geven months of 1994, showed -

that the programs turned away
for nonmedical reasons nearly 12
percent of all heart offers.
““Bezides Kansas, thery were a
gumber of other heart transplant
_ pragrams  with  high  refuss!
© rates® a Division of Organ ’i‘razzs-
plantation official wrote it an in-

ternal report, The report siso safd.

the turndown behavior 4t ofe
haspital = Beaumons —- appeared
-to fit the same “profile” as the
ﬁnwerslty o¥ Kansas.

wThe identification of that pro-
ﬁie stemmed from a front- -page
story in the Kansas City 5tar in

May 1995. The story reported that
from April 1994 to March 1998,
e center tumned down all 56
hearts it was offersd, rﬁest for
.. nonmedical ressons,

. Subseguent stories spewiazed
_that the turndowns may have con-
“iribugtad to the deaths of three pae
_tients, prompting an investigation
by the state aliorney generad, ny-
T merous lawsuits and, uitimately,
closure of the trarzspiaat pro-

- mont and the other hespitals with
high heasrt-refusal rates was
- hever made public, and federal
regutamrs never pursued. the
- fiiattey, conchuding that it was azz
z;nfoﬂn:zata anamaiy

““There are aboyt "850 tr&:w
- plant programs in 2§ze COUnIFyY .
" and one, maybe two, have been
braught to our afteftion as prob-
1ems " said Judith B. Brasiow,

grarn
Ui iR nﬁiﬁizﬁn abnut BE%Q*

—

S percent in 1994 to 33 percent
in198s.

“That put ttzem in a-category
with a loi of other programs, 80
we dide’t pursue it fur!izer * Arge
noffspid.-

Ait?z{mgh pz‘ekus contracts

“did net reguire UNGS to report

potentia! problems to the govern-
ment, a new contract UNOS and
HHS stgned Dec. 30 reguires
UNOS to monitor, investigate and
report any incident “that jeepar-
dizes the health of walting list pa-
tients or trensplant recipients.”
Because few people are aware
that hespifals twn down donsr
argans, few have been advocating
that patients be told, The excep-
tions are the patients and farndlies
who waited in vain for hearts at
the University of Kansas Medical

* Center.

“1 absolutely believe that pa-
tHents or their famijies have 8
right to know what’s geing on so
they can dzscuss it and make bet-
ter decisions,” sald Loettn De.
ek, whose husband died before
he coold recsive » heart trans.
piant al the medical center. “We
were not told anything”

Teddy DeWalt, 68, 2 retired
Kansas City firefighter, endured
‘months of pokinfg and prodding
with the hope of getting & new
hears. But ix February 1994,
while he was being evaluated for
a transplant, his eniarged heart
faited. -

HEie was toid thet it was Hmo to
go on life support,” his wife ra.
called. “At the jast minsste, he

gans.

BOnmedi

TR&XSPLANT FACTS
The length of time organs
remmakie after
_procurement
Heart, 4-6 hours
Lungs . 4-8 hours
Pancress 12-24 hours |
Liver i« 15-32 hours.
Kidney DL, 4872 hours®
i HGRCE: i?mter fer{}?m Hacavery ;

who héads HHS' Division of Or-

changed his m:nzﬁ which was
probably just as well since he
would have been gomg to & place
where they weren't even dmng
transplants,

"He dzed 10 minutes later.”

Keepmg secrets 3
With the exception of data in- -
voiving Besumsnt, . UNOS offi-
cisls have refused to releass to, -
the . fateral government or, the
public 1995 and 1996 figms
showing how many heayrts- g}dz»
vidua! hospitals-turned dowi for
asonmedisal reassas. They also
have refused to relezss tumdewn
dnws for other types-of tionzzr ore

TUNOS President Br) James ¥
Burdick, a transplant surgeon at
Johins Hopkizzs Hospital in Bailti-
maore, said turndown fi gures were
“not & very useful statistic” and
stsowtd not be used to judgs trans.
plant center performance, -

“1f you want [to use the data] s
say sisch-and-such center wasn’t
doing thmg& right, I'ms telling |
you, you're on thzn ice zhere.”
Burdick said. ‘o

He added tha’l giving patzems
information un organ refusals and
median waiting times al irans-
plant ceaters *don’t help patients
very much becauss, 1o and bes
hold, everybady's doing an gxcel-
lezztjab

*Ithunk that in the big piczxzre,

the fsue of yelessing the dats to

-patients is an iden that would be

designed to fix somsthing that
isn't a big problem ... If you're
trving 1o talk about ways to help
patients undsrstand the natienal
sygtens, we've got many ways that
we can help patienis more than
by giving them thisdaja.” -

Gne way UNOS helps patients,
Burdick 2nd others say, is by pub-
lishing survival rates for all
fransplant centers in the United
States. But thet wformation i
based on transplants perforrmed
five or more years ago. An up-
dated survival repert is due out
this summer,

The limited dats UNDS and the
government have been willing to
relense shows that the problem of
nonmedical turndowns of hearts

- hasworsened sinco 1964,

On average, in the last sgven
menths of 1994, centers refysed

“for nonmedical reasons nearly 12

nercent of a1l hear? offars.
By ths next vesr, that rate had:

. increased 1o 25 percent. And in

the first quarier of 1896, it had
dipped slightly, but was stili a1 319
pereent, !

Kot ail transplant centers turn
dawn lar) nwnbars of hearts for
reasons, DOWBVEr.

fievcnty»ohe rospitals managed to
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-¥eop ref‘uaais fot ponmedical rea-
sons below 5 percent, according

_to the 3994 data, They included.

" the Cleveland {linic, where just
.33 percent of the heart offers
were refused for nonmsdical rea-
sons,

13y, Robert W. Stewart, head of
the Clinig's heart transplant pro-
gram, Btiributed that number to
the resources gvailable a1 the
Clinig, which performed 74 heanl

*transpiants in 1996, more than gl)
butthree othercentars, .

- “We almost never would have
to turn down 4 heart becanse we
don't have the manpower,” Stew-
art gaid, “"You eannot. in a smalier
insdtution, have the privilege of
having three separate. teams. If

Jyou're just completing.a trans.
piant and they call vou with an-
other doner, you're probabiy not
gaing 10 be able 1o use the people
whoare slready do;zzg that partic-

ulgr procedure. You're going to .

have to-have an ‘entively new
team standing in t?ze wings,”

Defining maatwe .

Last summer, UNDS adopted &
oolicy that calls for istters of in-
quiry to be sent t0 a0y program
that turns- dows M) consecutive-
organs. After some debate, it aiso
dectded that progrems found to
he “insctive™should inferm their '
patients,

Lef unaddressed were the, is-
sues of how long a centercouldgo

without

performing franspiants-
before betng considered aotive,
end what 1o do about programs. -
that weren't techaically inactiva.
but were turming down large;
numbers of srgans and sot tenzngl
thelr patients,

UNOS Executive Director Wal»
ter’ K. Graham would ot say:
whether UNOS had sent letters of,
inquiry taany of its members. :

raslow, ‘director of the Divi-
ston of Organ Transplantation,
supparied the policy, but said she.
wis notentirely satished. - “

“To me, B'& azzcenscmnabic
that & program should be inagtive:
and the patients not be notified,”
she satd, ""There isn't ons of us
who would sit sill for that if it
were curspouse orcur kid.”

w
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Contractor eeps
govemment in dark
- on transplant

" By DAVE DAVIS
and TED WENDLING

PLEIN DEALES RIPONTER

RZ{IHMO\E}) Va. — Far nearly
two hpurs, Judith B Braslow
waited impatzently gutside the
closed meeting room a3 board
members of the United Network
for {Qrgan Bharing met in execu.
tive sessinn ret:entiy in Bogton,

“P'm furious,” she told anyane
who would listent, “I can't belif:\re
they're deing this.”

&5 director of the {E.S,Elflepam
men{ of Health and Human Serv-
fves’ Division of Organ Trans
pianigtion, Brasiow heads an
agency that reguiates UNGS and
supplied the noaprofit crganiza-
tion with about i8 percent of its
$13.1 miliien in revenye in 19935,
according te UNOS most recent
income tax return. |

In the curious world of trans-
plantation, thar Lasn't given her
the access she believeashe tsdue.
" “Thare's a lot of tension right

‘now betwesn the government and -

o UNGS," Brasiow soigd. “And that

lension centers on where does
our authority stop, and what do
we have the right to got and what
don't we have the right to get.”

in recent meonths, the Riek-
mond contractor has repeated!
told the  government what ot
doesn't have the right to get; data
on transpiant ¢enters’ turndowns
of orpan offers, access to records
and meetings of UNGS Council
on Organ Availability and, on oev
casion, even minutes of Rtiviery
public board and committee
rasstings.

Dir. James F. Burdick, a trans-
plent surgeon and UNGS’ presie
dent, acknowledged that terision
existy hetween UNOS and Bras-
jow's office. I think there are

. peeple in the government who
- would like UNQS to be a lot less

private,” he said.
: UNCS, which was formed in
1986 as part of a public/private

nership intended to manage-

: Ehe acqmsman and distribytion of
. the natioh’s scarce supply of do-

‘puted ordang, has made itself in-

. Hispensable 1 tha gaverﬁwent

. Buz gfter wars of alfowing UNOS

UNOS Executlve Director Walter
K. Graham: "I perfongily believe
that the ¢ssence of éemacmcy
is self-regulation” - .

UNQS President Dr. James ¥ .

Burdick “We've got many ways

hat we can help patients more
than by giving them this data.”

to opemte ] sysxem in which com-

. plisnceis voluntery and failing 1o

enforpe 8 key provision in one of
its coptracts with UNGS, Bras
low's offive increagingly findg it-
self helptess when UNDSE says no.

Some people think the govern-
ment has abdzcated irg responsk
bility. -

“You can’t delegate public pol-
iey t¢ & private sontragtor,” said
Dr. John P, Roberts, & iver trang»
plant surgeon at the University of
California at San Francisee, “You
can't have the people who are in
Cotrn] we essezztzally competitors
gk poticy.”

© UNOS Executive Direstor Wal-
ter K, Graham disagrees. -

“1 personally believe that-the
essence of democracy is selft
regulation,” he said. “That's What
we do in this country ..
that’s what UNOS does, 501 zh.mk
xt s very, gaad reflection of the

le principle of democracy in
t?zzs country.”

U"Q{}S owes zzs clout zc a pair of

??Wﬁ’

‘hour  organ-placement
that matehes donor organs with

three-year contracts it renewed,

jast moath for o toral of 86.07 mil-
Lo, Administered by HHS, cne

.contract allows UNOS 1o &perata

the Orgas  Progurement asnd
Transplantation Network, & 24.
systefn

waiting palients. The other pives
VHOS authority 1 run the Scien-

tifie Registry of Transplant Re-

ciplents, a databass of medical in-
formation on people who receive
transpiants.

TFhose eontracts have ailowed

UNOS 10 become the transplant

commmunity’s mast  powerful

]

player: atax-exempt grganization

whtse members inciude 281 hos-
pital transplant pw rams, 55 lab-
oratories, 66 ¢ anks and 29
medical/seienti enrganzzamms
UNOS, which enioys the over:
wheimﬁng support of those in-
volvedin argan trapsplantationin
the United States, is governed by
a ‘physician-gominated, - 39
member board .of dirsciors that
includes 11 members sf the pub-

Bl
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Gwen Mayes, %efz. an gznployee in the fafierai i)ivisinn of Organ Tmzzs;)lanzaumn, talks o Judith B

Braslow. diviston directorn

w0

]Ec‘ Bosrd members alzo mc!uée
repregentatives  from aach of
G811 geeigraphic regions.
oat decisions are reached by
ensus through meetings of
zh% 21 committees UNGS oper-
ates. Board mermbers, whosre pot
‘ctfnpensated bt are retmbursed
for expenses, also hire the execu-
tive staff, who run the day-to-day

" aperations of the iﬁé«empioyee

organization.

Ninety perzent of UNOS bud-
get comes from the (wo govern-
mesnt gontracts and the $348-per.
person gomputer registration fee
that patients or their insurers pay
to be placed on the natoenal wait
ing Hist. The remaining 10 percant
comes frony member fees and
ctheractivities.

The national waiting list con-
tains more thay 50,000 registra.
tions and’ regeives sbout 7,000
new registrations s year,

(zrahgam and other ONUS offid
czais criticize the government for

g ‘to pass regulations that
woui give UNOS lagal authority
to - prohibit  poor-performing
transplant programs from recofv-
ing organs and take enforcenment

action aizzsz members wha vio-
Jate UNOS guidelines,
But aithouph Graham says the

iack ofragulntions has ieft UNGS
executives with “eur hands fied
behind pur backs” because virtu-
ally all policies doverning trans.
plantaton are voluntary, he and

‘Oiht:‘r UROS officials adamanﬂy

to gstablish an o5

never
‘and lack of techne
-she has never “sxercised” tha

Secretary Dorms Shalais 10 im-
pose federal vegulatons on UNOS
members,
T Was oot ob-
zectmg to governmen! regulstion
por s&, but said HHS proposed ;
rules “will basically do away with | *
our standards ... so there is &
huge philosophical difference.”
While some HHS officials have
besome frustrated at their inabil- | }
ity to force UNQOS (o provide data,
some of those confiicts are due to
the goverament's own inaction. A i
case in peint is the OPTHN con-:
tract, which, until it was rawrite|
ten last mc:zth reguired UNQOS
ot data capn-
hility. .. o thet [HHS] shall ha‘m
mmeriiate access to OPIN da
- But government officials have
gd that aceess. The rea.
& small sta
agical akpe
tige within her department, say

son? Braslow, ¢itin

tiayse inthe contract.

“It doesn't do me any good ¢
have that on-ling capability it P
nof going to use i, she said. “W
can get whatever information we .
need. If [ wan! 1o know how man
people were trangplanted in 199
that have blue shirts, 2 mustache
and a beard in the westers half
this eountry, I con %e’r. that infor
mation [fram UNOS], and 1 o
probabiy getit within 24 hours.”

opposed # recent move by HHS\;

has repeatedly denied reqeests
by her office for date listing the
reasons transplani programs turn

(idown organ offers. . The Flain

m:ai_er requssted the information
under the Freedom of Informas
tinh Act for centers that transg-

plant hearts, lungs, Kidneys, pan-
creuses and lvers,

Last July, Brasiow, Deputy Dir
rector Rewn Aronoff and £1I0T+
ney David Benor agreed to re-
quest the data from UNOS and
provide it to The Plain Dealer.

They backed down when U&Qs
objacted to the newspapet's re:
tq}tlzest After the paper appealed

¢ deaial, Braslow made a writ:
ten demang to UROS for the éata.
OnJan. 18, Grahamsaidne. .

UNOS officials have repeatediy
contended that the data are "mzs»

Jleading” and “meanmgiess” indic

cators of transplant centers’ quai-
iy, :
Afier geveral riiscussians wuh
UNGS officials, bowever, Aronoff
stated in different terms what he
believed was UNGS' obfection to
releass of the data. e
“¥ had asked for the data yoii
requested ... [bui] they don't
want to give us the data for the
puspose that we're asking for it
Aronoff said. “They think if it's
given sut and publicized, it
jeqpardize their ability to pet thdl
same daté from their sources.”
“Because it"s poientialiy em-

Hraslow made those comnments
last summer. Smce therz, UNQOS.

barrassimg?” Aronoff was asked,”
“Well, yeah, nghz *

H

will *

-
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' L'DFFERS OF HEARTS REFUSED FOR NONMEDICAL REASONS

o L
‘..ﬂz ._‘_

AN YT RATOE T S PR

. Brtween June 1, 1894, and Deg, 31, 1994, the nation's iransplant nonmedical reasons - bacause the surgecn was unavailable. the hospital
s centers arned awhy abowt 83 pércent of the offpre of hearts matched  was 160 busy or for some other ndministrative reason, This chart includss
- 16 thair patients, Nearly aine out of 10 times they did sobased ona only hosphuals that received 12 or inors heart offers durtng s Iast seven
meﬁica&}aﬁg&em such a3 the regiplent was tos i &7 the donor wes mnaihs of 1894, the latest poriod for which such Inforrmation Is available,
= the wrong size or welght, Most programs also refused heart offers for . - .
¢ 'I‘OP 20 . . - - . : - X . . .
' | Heart - oo Refused Percent refused Patlents
v Hospital, Clty State ‘ . offers Transplanted Refused ‘nennedioal nonmedleal welting
1 YUniversity of Kansas Kansas Ci{y K .- 47 SI] « B R 8 © BEOE A
" 2 Uaiversity 6f Marsland, Beltimore, MD 13 2 I 7 S B3.88 18
s+ 3 William Beaument, Boyal Osk M1 308 PR | BRI - S 82 . - 4808 23 .
-4 Vanderbiit Unlversity, Nishville TN . 4 :: S M : v 48 .- 4107 3¢ -
. 5 University, Lexington BY ] 8 - B 1D T 3448 10
8 Undversity of owa, lowa Clty, TA . i ‘8 68 24 3333 18
b7 Henry Ford, Detrolt MI . ar 10 L 2T a2 - 3243 N . ¢
- 8 Latter-Day Saints, Salt Lake City, UT - 20 8 AR U i1 . a0 C13
8 Methodisr. Daltas . TX R S ¢ 2 16 -8 b/t S ]
=10 Urdversity of Wisconsin, M%s&n i 59 32 27’ 18, 71’ g
b} St Thomas, Nashwliie, TN , 86 R " 45T T 26,79 . . 48
[5.12  Jobms Hopkdas, Biltimore, MD ) s g : 7 26 ER 2583 2t
13 University of Alabams, Birminghame AL | 88 [~ 24 o DG 64 22 ¢ 28 | 28
13 Hartford Hertford CT 50 . 7 13 5 - 28 , - 1B
13 University of Utsh Salt Lake City UT - 70 200 12,0030 07 N LL100 8 T 28 i8
16 5 Francls, Tulza OK 7 -5 S S < B L g - 24 20
17 Jackson Memoral, Miared, FL S S R R SRR B - Sl I 17 23.84 o .13
18 Jewish Loujsvilie, KY - o S’ 148 33 © 238 40
10 Néwark Beth [srael, Newark, NJ A - A - I R - B v T A 20589 . 12
240 University, Denver OO ° A .38 . v S 18 "7 ' 0 13
BOTIOM20 | f n : - : ‘ L et
y SV Heart . fefused . Percentrefused . | Patlenls
Hospital Clty, State .s affers mmm Hefused | - nonmedical . monmedical waiting
< 1 80 Sscred Heart. Spokane. Wa ' B ] g8 . 5 2. 204 Pt IR 3
81 StJosephs, Atlaria GA - 88 1. & . 4 S YL SIS B
B2 Methodist, Indlenspolis, IN | ) 661 - ;12 ., 54 1 ¥ w2 NN a7
93 University of Vitginla, Chadottesville, VA YK .20 . .55 1 A ¥ 7 S I 73
04 Stanfore University, Palo Alto, CA | 488 oo P 413 < i { 0.85: ‘33
893 Cleveland Clnie, Cleveland to- 303 38 p1ivd 1 033 ' 42
. 188 Children's of Lo Angeles, Los Angeles CA 32 -, 2 30 O M ¢ e H
198 Loms Linds Uplversily, Loma Undn CA- ad 0 ¥i & 44 e
98 USC-University. LesAageles, CA "~ - 18 3 .8 SRR ¢ 12 G o
968 TampaGeperdk Bimps FL - 47 2 .38 . 0 o [F
88 Rosh-Presbyteriak-St Luke's. C?ﬁcage i 4. M 10 4] - G 18
86 New England Boston, MA . ¢ B < 1w 0 ¢ 14
96 Bligham & Womeji's, Boswn MA 1. 48 14 31 0 0 4
8% Birnes. 5t Louls, MO SRR A S BT . ) 0 0 48
98 Childrer's, St Lodis, MO - R 3. N 0, O gz
96 Universicy of Misyissippl. Jackson MS* 28 < o -0 3
98 Medical Collegedf Oiug, oledo . -1 28 ... 3- R~ 0 0. 18
88 Modicd Univensliy, Charleston 5C 28 L g it 8 ¢ 10
48 Methodist Housion, TX I - T 88 1, 54 g g 18
96 Utiversity, Seattlé, WA ; : 32 . §. . i = 0 ) 15
OTHERS IN OHIO _ ' : : . - :
23 * Children's. Clncinnatt 17 2 14 -3 17.685 o1
78 Ohlo State Unlversity, Culumbus iy 8 ugd ! 3 3.94 . 31
85 Utitversity of Clncionatl, Clnwelonad” . 8 18. 1 88 E ‘2, . 247 . _i7

AT I ot 6708 ook £ m Thomie B . b - . .
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~ Many donated
‘organs are never'
- transplanted

By TED WENDLING
ETATERNIIEN

i pimna conversations e&:n

" }ze?ti at night, organ bank dona-

tion specialists and hospital organ

rocurement coordinators cars:

ully .go over & stanéardlzed
checkiist,

Did the next-of-kin give wnnezz
consent for donation? How did the
danor die? Does the donor have a
history of cigareite, sicohol op IV
Arug use? What medications were

;admmistered before zﬁa donor

. died?

[

Those and many ether ques

. tiong are asked of doctors, nurses’

&nd donors’ families before anor-
gan bank decides whether to offer
an organ for. transplantation. The
information is then entered into
the camputer systers af the

.- +<United Network for Organ Shar-
. g, which ‘matches- it ageinst
+ thousande of potential recipients

on the national transplant waiting

* list. The mstching process nu-
- merically ranky potential recipis

ents based an their distance fromi
the donor organ, the number of
days they have waited, their med-

" jeal status and other factars.

For a variety of reasons, many

‘donated organs are never tras-

planted. For those that are, oace
the hospital verifies that a trans-
plant was performed, the UNOS
camputer generates a form listing
all potential recipients and seods
it to the organ bank that procured
the organ. The orgas bank ig re-
quired to show that the organ was
offered to every patient ranked
above the z‘eq:plent ansd toreport
the reasen each hospzzal mrned it

. down.’

S un war::aa&

C(ﬂlectmg:such data’ aszsst;fcs
that patients ranked higheronthe

. waiting list Were not skipped over

isane lower received
e.qnmderatwn

because 5

P

3

QOrgans are yarely accepted o

" behalf of the first patient on the
list, In 1585, for example, donar |

hearts were turned down by hos-

pitsls an sverage of six.times be- -

fore being transplanted. Three
out of four -times, they. were
turnad down for medical reasnn

—_ ranging'fz‘cm issues celeted {o
the quality of the organ o the do-
nor's social history to the rec:p: ]

ent's immediate ead for a mult;~ .

pie organ transplant,
 The nation’s 66 organ banks re-

-ported that another 3448 heart

oifers . — representing: ane-

guartes of. the 13,801 that were -

refused in 1998 - were turmned

ther becauss g sufgeon was ui-

“gvaifable, the program was too

busy or fs:ar other admzmstrative
reasons, _

Some transplant physiciazzs zfz&
agree with the way UNOS tailies

-turndown data. If, for instance, a
hespital has three ranked pa- |

tients on itz waiting list that are. -

matehes for 8 heart and the hos-

pital turns the heatt down, UNOS
counts it as thres turndowss. .
That's wrong, said Dr. Wayne

E: Richenbacher, director of the.

heart transplant program at thel
University of lowa Hospitat,

“YIf you're offergd & heart and
tuin T down, that's the end of it
he said. “That's one ef‘fer and one.
refusal.”

Dean ¥. Kappel, m‘esxdent of
Mid-America Traansplant Serv-
ices in 5t Louis, said he would
like fo see medical and nonmedi-
caf tyrndown figures made public
after being reviewed by the Irans-
plant centers. Kappel serves on
the UNGS board of directors,

“down for nonmedical reasons, i~

“

| thi:;nk it’s really unagoeptable |

if programs are consistently turn-
mgorgans down,' he spid, ‘

: T P

.
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Hospltal halts
transplants
~doesn't tell -

: ’i’n;'lird offve artictes

- By TED mxnuno.

DAVE DAV]
and JOAN MAZ?:O{&M

wmmm

- KANSAS CITY, Kan. — Twe

' mounths after Adrianne Hart en-

tered the hospital to be evaluated
for a heart tragspiant, her mother
leaned over her hospital bed and

+ gave the 16-year-old honor stu.

- bright izg?zz and it fee
you, you can go, ! woen'tbe mad at,
you,” " Janice Hart recalled. “She .

-

dent perxmsszcn todie.
“I said, ‘Honey, if irou s0g B

coulds’t talk, but [ knew whatshe
was thm%cmg You mean I'm dy-

*

. ing? ~

-] just couldn’t come ut ang

_ tell her that she wag.'

&An

- University of

: i:enters transpiant . waiting

Hm‘:* rief sver Adrianne's
6, 1994, dearhs didn't end

with the funeral. A month jater,

‘her nephew, Raymond Price, 20,
. stricken by the same heart ail- .

menz that affiicted his cousin,
was hospitslized for evalustion
for a hears transplant in the same

Cenfer intengive-care room in
which Adrianne had died. -
» ‘Told he had been added ta lzlhe
3¢

" Raymond chose the option in No-

vember 1934 of waiting for a
heart at home in King City, Mo,
instead of the hospital, said his
mother, Sherri Curtis. The follow-
ing March, he was found dead on

a waterbed in the home of a

friend innearby St Jaseph Mo,

Hart and Curtis didn't know i,
but the university's heart trans-

larz program was dead, too.
%ven before Adrisnne's death, it
had fallen victim to an intersal
palitical struggle thel saw pro-
gram administrators tura down
every one of the heart offers
matched to patients on the .cen-
tar's waiting lst, most of them for
nonmnedical regsons,

Officipls #¢ the wo ngenct&s

_ that overses the nation's trang.

plant system ingist that the Uni- |

versity of Kansas Medical Center
gtandal was an isolated case. But
their own records show thatatthe
same time the Kapsss stary was

unfolding in the locat press, 27
ather heart tfausplant programs
arpund the country were turning
dewn a many a3 one-fifth cff their

p81

. Bharing or the I8, De
..of Health and Human

% good.to -

ansas Medical.

ents

heart effars for nczzmeézcal rea

T Sans,

Until z'ei’;ezztly. none of that in-

. formation was ever fsade public

by the United Network for Organ-
artmens
rvices,
end  neither agency mpde as
much as a single phone cali to the
srograms te inguire about the
high sionmedical turndown rates,

*officials at both agencies say,

UNOS has besn designated by ¢

> HHS to'manage {xrgan transplan.: .
- tation.

in Kansas, a$ iavest*gato"s
would  later conclude, patienis
were deceived, university offi-
cials failed to act and UNOS, fack-
ing regulatory suthority over its.
member instituiicn, never not-
fied state or federal auzhemias
thatthere wasaproblem, - -

By the time Kansaz® attorney

.general nnnoanced last August

that the iinwermgl of Kansas

Medical Center and twe founda.

tions affiliated with the uaiversity

had agreed to pay $265,000 in reg-

titution and penalties for “egre.
ious behavior,” Hart and Curua
ad heard it all,

The sisters had heard s as-

suranc¢es of medical csater par-
sannel that Adrinnne would be
added to the waiting list as soon
as her hesith siabilized, Curts
alss remembered the sontradic.

tory statements of nurses, some

of whom had falesiy told her that
Raymord had been added 10 the
walting Hst,

“Im angry,” said Curtis, who
will use part of the spttlement her
lawyer recently negotiated to huy
a tombstone for . Raymoad's
grave. “I'm mad because if he
hiad gone tu 8¢ Luke's [in Katisas
City, Mo.l, maybe he would have
tived. To let our children die just
because of a businessiike, money |

menmlzty that’s what gels o
us." .
Internal conflict

Jn investigations spurred by
stories in the Kansas City Star,
state authorities found that be-
tween Jan. 1, 1994, and Mareh 31,
1995, the medical center placed
on itg waiting list, or g¢vaiuated
for placemen?, 38 patients who
had little chanee of actually re*
ceiving a hesrt transplany, Thi

teen o t‘wse patients hgve daﬁd
SEL RANSASIG-A




Patients, but no t

KANGAS “maowin

Investigators found that prab.

lems at the medical center began.

ir: the spring of 1994, when sev
eral nurses, unhappy abont 8 de-
paRmental merger, quit and oth-
ers sterted refusing io. wory
evertime. A% a consequence, the
twd heart transplant surgeons,

Drs. Jon P, Moran and Clay Bep-

- gerly, began 1o turn down heant
offers for their patients, con-

vinted that the sumber of ‘re-

maining staff was inadequate and
that they lacked proper training
mﬁs:«eperaﬁm care,"- %

theugh Morah detailed

‘his

conGerns in memos ke sent to ks

sugeriors, the staffing {ssue was

never adequately ad d, and

Mgaran cantinued to refuse hearts,

thqwdzmmsaid,;.}j cn
A5 we tatked with medical

center officials’ throughout this
Jaudit, . . clearly, no ane thaught
it was their responsibility to in.
form patisnts about the probiems

* that continued to plague the pro- :
© gram.* a report. by the Kansas .up sad say-... T was like. the,
ie islative Past Apdit Commintes . Buard at Buchenwald, But 1 was
i T . trying to Keep & program thet had -
© heen very’ aoep gither good or

SaiGy L e e ’
Invesﬂgam‘m faund that Dr,
téven H., Gollub, the medical
center's direstor of cardipvascy-
lar, medicine, deceived patients
by: leading th
center wag deing transplanis and
by falsely teliing some patients
. that thay were ot the waizing Hst,
That's what'happened to Cars
Leg Gardner of Emporia, Kan., in
July 1994, After three months of
waiting, Gardaer's husband, Bill,
asked Gollub to refer his wife to
anpiher hospital. According to an
affidevit {ara Lee Gardner pro-
vided to the at{am%v general's oft
fice, Gollub tursed to the heart
, tréfhigplant coordingtor and sald,
“Lat’s get her a heart real soon
Gurdrer dida’t know it then,
buf, according o a Fawsuit she
fled last July, her name wasn't
even on the center's walting list

at the time Gollub is allsged to

have magde the comment Al

though she.was added the next’

manth, the sult says, she Jater un-

derwent triplebypass surgery

and was taken off the liss. )
(Follub and other university and

¥ 3

R -h

medical center officials declined

ST -

e 1o belisve the

¢ answer questions about the
heart-transpiant program, whigh
has besn closed, .

“With the fling of litigation, we
faund ourselves in a delivate situ-
ation,” university spokesman
Randy Attwoad said i e pre-
pared statement. "Because of the

+ iegal element, we have-declined

farther interviews.”. -
Bath Heggerly snd Moran have

Jdeft the University of Kansss

* appropriste,” he said, T calle

. going, and

“epnsplant pro

Beg%?‘ly declined to comment,
but Moran, who {iled a2 defams-
tion Llawsuil against the university
and several of its officialz lagt

* July, said ke had been unfairly

made B aca

goal.
“When

wanted to close the

- progream at KU, | tried by ev-

ery avenue my attorneys said waa

NOS, I went 0 the [medics]
center]! chief of staff, 1 sald,
‘Plensze, jot me close the prow
grogm,” and I'was refiused permis-
siontociose thaprogram.. -

"% could hove resigned and i
guess 015 of ethicists would stand

ere wvare ather pro-
grams 1 was responsibie for that
were saving the lives of children
in Kansas.” :

Did Budig know? .

Problems ot the medica] center
weni far bevond Moran znd Gol-
lulr. They extended to the of fice of
former  university  Chancellor

-

-Gene A, Budig, whose name andj.

tors placed at the top of 8 report
listing 12" peopls - “who were
aware of problems o the heoart
am but did noth-
ingtoaddress them.”

udig is now president of basge-’

bali’s American &

In an Angnst 1995 interview -
with Kansas auditors, Budig sald

he was “not aware of any specific
profbiems’ with the heart trans-
plant program and clalmed he
"waan't awsre that hearts were

 ning rurned down for other than

serious problems i the program.

meadical reasons™ until May 1993,
But state records show that be.

tween &Jsrﬁ and July 1994, Budig

received four jefters describing

e Mg

¢ —

4" transplant

The ¢orrespondence included a
June 1894 istter from Moran's

rans

fawyer, who claimed that the -

megical center hed “refused to
.confirm that its heart transplant
prograsm is on inactive siaing,

thereby misieading the patients™

and violating {3 agreement with
i " 1 " :
Phyllls  Merbigs,

spokeswaman, said he would not

comment, _ .

Ads tout program BN

Budig's:

University and medical center

officials refosed 1o close the heart

wransplant program because cob-

-leagues in the Hver and kidney
transplant programs “falz firmly
that any
would be harmiul w ’gurh {az%zeg}

rograms,” the med-

* ieni staff chg:fsaid i a June 1994
memoto Moran, : -

., S0, concerned were madical
center officisls with the hesart
wansplant prograns image that
in November 1994, six months
affer the: center began refusing

riod of insctivity ... .

every heart offer, the university -

, Started running radio ads touting
ite program. s

“Our transplant p&gmmé for

the hesit, Uver, kidney snd bone
marrow continge to transform
tives,” the 28’s narrator saidas 8
heart beat i the background.

“Place your trust in ihe area's

inrgest mpdical university ... KUY
Medical . Center: Our - doctors
teach the nther doctors.”

By that time,. Adriznne Hant
was dead. So were patients Rich-
ardé Milter, 681, of Topeks, Kan,
and .Robert 4. Weingart, 44, of
Kansas City,

Anad Lioyd Croft, 35, & carpens
ter who bad been waiting fir g
new heart since 1993, was still
inching his way up the wailing
itst. Or so he thought,

Afer being listed for three
years, Croft said he wes inid by a
dogtor in 1984 that he wauldn't

need & heart transplant immedis

gtely and would e placed on
Ustandby,” meaning he could be
reacuvaiedon the hszif his gondi-
tion worsened, He remained in
that
broke. He ls now s
giher hospital, .

“Fou're under thess profes.
slonal peopie’s hands, and you're
trusting these people,” Crofy said.
“They've got your life literally in
their hands, and they back-stab
you for s souple pfdolfags™ - -

Auditors found that Croft and

patient at an-

" 13 other evpie who were on the'

wafting list between May 1994
and Apri 1995 were billed by the
medicel center for more than
$418,000 in fees nat covered by
insurance. . L e

gtarus until the gesndal ”

UNOS didn't blow whistle .

Records show that UNQCS, the
uotiprofit contractor that devel-
g}ns voluntary ?{sbcies for the

niversity of Kansag Medical

Centor ang other member trang.

piant insttutions, was aware
early on that the.medical center
was not doing heart transplanty.
Moran, the transplan? surgeon
who was turning down hearts,
told auditors that he called UNOS

in May 1554 » when the center’

stgpped doing Wansplants - o
ry o git the E}mgram Anag.
vated, but was thld anly hespital
adipinistrators Bad that awtbor
ity, UNOS officisls disputed that,
wiling avditord they weren't
aware of dny probiems st the cen.
terupdiNovember 1594, & ©

UNGS was pllissusded from -

préssuring the Ghiversity to close
the prograrm aftér severai conver-

sations with D;'.;-; George E-Plerce,

[ r—

pl

2.
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3 University of Kansas kidney
rapsplant surgeon who served 23
‘e medical center’s UNGS repre-
semtative. :

i SUSLIOrE

'_,_--”"*"'"‘9 .
e oame

‘1way from the discussions with &
" "he understanding that the med-

ical .cemter wauld he given an

|

*unofficial grace period’ to gst. -~

things straightensd o4l
Hg also %naintﬂ%gleﬁ that “ad-
hering te UNDS guideiines was
-less.importent than keeping the
heurt transplant programactive.
1INOS ofticials also were gware
‘that the edical center had Mired
Dr. Hamner Hansak, who had nst

zssisted inencugh beart transg . - T s

piants to be certified by UNQS, as
Maoran's replacement, But Pierge
told auditprs shat'after initially

raising cobcerns about Hannah's'

lagk of experience, UNDS offi-
cials said they "wouldn't shject io
Br. ah “eog would, as Dr.
Pierce said
theotherway. ”
- URDE o
{that claim, UROS legsl counsel
Cindy H. Sommers declined 1o
‘answer auditors’ questions sbout
whether UNOS allowed Hannah
Jfte operate, saying she “didn’t
want ¥
gald’” . . .
UNOS certification stendards,

UNGS impéied,‘ Yook

get into & ‘he said, she -

(o , A

cinls“ heve ‘deniod |

‘which are voluntery but widely .

call tor heart transplant surgeons
to have performed or assisted in
at leasi 20 tramgplants within .

d within transplantation,. *

. threa yeavs. Hannah bad done '

“iust edghr, according (o the audi-
“oterg'report. ’
- Hannah, whe would not com-
men{ for this story, performed his -
first transpiant ab the university
“fon March 25, 1995, The patient
-was Robert W. Trent of Wichite,
 Ban, Treal, 32, died the same day,
8o solivitous was UNGS wward
.its member institation that afer
the Star broke the gory, former
UNGE Executive Director Gene
A. Plerce called the medical can-
ter's Georgs Plerce {no relgiion)
1y assure bim that “UNOS didn't
. biow the whistle” on the medical
, center, George Plerce fold pudi-
turs. . :
The Kansas surgeon want on'to
quote Gene Picrce of UNOS ag
teliing him that “UNGS had 15
give in to the reporter's reguests
under the Freedom of Informa-
tion Act, and that UNOS stalled |
on relessing the Information for
as long a8 it could,” according to

the puditors” repart. ,
Goorge Pierce of the medical |
center decined 10 -comment
. Gene Pierce, now retired and liv-
gg in-a Richmond, Va., suburb,
.. said he didntt recall making such
. commenis iothe Kansas surgeon.
.01 dow't recall it exactly like
_Geoz%e gaid, but | trust George o
‘It couid have been & misinterpre-
" tation &r something like that, P'm
. really ziet zure” Gene Plercs
saigd, "But we have neaver tried to
swonewall anybody, not while |
_wayx'there, anxd if it pppearsd that
_way it was for ancther reason. It
~eertainly ‘was not just stonewall-
ing to stanewall.” .
Valtar K. Qraham, who way
t Gene Plerce’s top assistant and
.1 sucpeeded him in 1995 as UNOS’
: executive director, said UNQOS
wag not awars of the full scope of
3he problems at the university un-
Jdi after the story hroke. But even

g:d, UNOS knowy that patients
e b&m% deceived, Graham
ad 6o'legal autharity

b ntercede.

ict UNOS snd the governmesnt |
:¥ned Dee. 30, The contragt in-
i “es a new clausde thal requires

H

' hat has chnngF upnder a con-

i

UKOS 1o monitor, investigate and

report to the government any in-
cident that “jeopardizes the
health of waiting-Jist’ patisals or
transpiant recipients.” -
G};?ham édaki UNO3 wa% oot i;;} 2
position to do anything about the
Kongas ity scandsl under the
previous contract. He said that
vesponsibility belonged i the
hospital, ’ '

they're issues of malpractce,
they'te issues that UNOS cen not
ever get invoived in” he added.
“We're not ever going 1o get in-
volved in something like that
That's very much & local fegat is-
sue. : ;
‘Fear of public opinion

" The University of Kansas scan-

dal also capght the sttention of
HHE Division of Organ Trans
Plazzmiea, the ageticy that regu-
ates UNUS. Director Judith B.
Hrasiow asked UNGE todo a com-
puter run of ali times hearts were
turned down at the nation's 147
heart tranaplant cemters for the
inst 3even months of 1994, Thére-
port showed that 28 senters had
turned down fir nonmedical rea-
song 20 perdent or muore of the
heart offersmade tothem,

And that is where the gavern.
ment's inguiry stopped. Not one
¢f the centers with the high rurn.

‘down rates was sudired, not one

was evet contacted, Brasiow ac-
knowledged, . e
“What 1 was interested in pri-
marily was puiting in place a sys-
temn so tat the sams £
wouidn* ha a second tigme,”
she said, "What's done s dons,
‘The Kanses situarion had come to
light and 1 thought our role
should " be %o iensure that this
didn't happen bgail. And Bo we
asked that it De referred lo the
{URKOSE membdrship and grofes-

“Those are issues of feand, .

slonal  standards  commiitee,
whichitwas.” | o :
i'The issue was not addressed by

the UNDS cammittee uatil fast
Jiune, when members voted 1o be.

‘ gin sending letters of Eﬁguir)' 0 .

any program that furned down 107
consecutive organ offers. As for
the sticky issue of what toteil pa.”
fenis, the commiitse decided”
that “insctive” programs sheuld
inform their patients. ;

Bur the commitiee never de<- .
cides kow long 8 centar gould go-

without performing transplants:

before being gonsidered inactive; -
aoer 9id it decide what to do sbout..
Frogmms that were turning down,. -
nrge nurmbers of organs for nod- -,

medicel reagons and not telling .
thair patienzs.

UNOS President Dr. Tomes F.
Borgdick sald those issnes werd™

“under careful study  to de- .
termine what waight be done o
corpect thetn,” -

1o say that UNGS was a: fault
there is meorrect,” said Burdick,
a transplant surgecn at Johns
Huopking Medical Center in Balt-
more. “IYNGS has done guite o biy
in & general way.... UNDJ

,iéoem't take legal ection against

trenspiant centers, in fact, UNOS
really doasn’t have the powsr td.
cAUsE any sctzal concrete neged
itive Impact. o T

fear of public opinion of what

might happen if Giey're not com-
pliant.” L Pt
From Maoran’s - parspective,

there has been no real punish;
ment of the people who were res
;fﬁsrzsible for what went wrong af

¢ University of Kansas Medieal
Center. As 2 result, he doesn’
foreses being a heart transpiant

‘isurgenn ngain.

“Let me tell you: This is a diety
business,” said Moran, now' &

County Memorisl Haospital in
Greehville, N.C. “I don't do trens-
plantt and I have no interest in
ever being Hyvolved in wransplan-

-ation again. {1 weuld have 16

“UNOS' punishment is yeally *

cardiothoracic surgeon ap g ©

i il . -
change. ) o .
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TRANSPLANTING LIFE

THE TRIUMPHS, THE TRAPS THE TRAGEDIES

e Sunday: When Linda Robin- -
-son's 3/-year-oid heart hegan
t¢ falt, forcing her 1o iake up -

residence on the ninth Heor of
the Cleveland Clinic last May,
she faced the transplant para.
dox: For her to live, someone
had to gie. For Linda ang her
family, the wai? for 2 new heart
was g frightening reminder of
fhie Tragility of life and a close.
ip ok at one of modern med.
cine’s most astonishing froo-
" Yesterdsy: (1S, transpiant
centers togn down many of the -
kearce donor organs they are
offered. Although most refus-
als are based.-on medical
judgrnents, handreds of offers

. of hearts, livers and other or-

gans are refused due to the un-
avaitability of surgeons or he-

. cause the programs are ton
. busy. Patients are never fold of .

the refusals because the sgen-
vies charged with overseeing
the distribution of donor or
gans refuse t¢ make that infor

T Worth, Texas, t

~

Tomorrew: If you need a
new kidney, the median wait-
ing Hme for a trensplent

raages frem less than twe -

months at g hﬂisg‘is?i in Fort
0 days gl a
medicai center in Hershey, Pa.

The. median wait for a Hvey

- fransphant is 18 days at 2 med-
jcal centey in New Orieans byt
648 davs for the Boston hospi- -

. tals that are served by the New -
England Organ Bank. In the

- continuing debate over equity

in vrgan transplantation, no i
sue strikes miore ¢f the heart of

{he dispate than the gross d_is»

parity in waiting times,

_Fhursdny: On sverage,. pa-
tients who receive organ trans-
plarts. st low.wolume centers
are more lkely to die within
the first year than those.who
updorge transplanis st high-
volume cepters, Few patients
are aware that they can signifi-

gantly increass their chances :
- of survival by guing 1o a trans-
piant center that does the risky
surgery mors frequentdy. :

"
®
&
%
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. THE TRIUMPHS, THE TRAPS, TRETRAGEDIES .
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: B.a,,ph and Donna Vairo, who live near Santa C:’zzz. Caiif have been told that Ralph Vairo could die -
walting for a new lver unless he wansfers from the '{}ﬁivemity of Caltfornia at San Francisco w a’

ans ant cente.r ‘with a shorter waiii:zg time,

c» u‘-f-;.

Do ctor to patlent

F&mﬁ affve articles
mmx Mazrzjc)u&i. '

204 DAVE DAVIS -
.. PN OIS

-

SAN FRANCISCG — Liver sur-
geon John Roberts is doing the
unthinkalie ~ telling some of his
mast sem&zsly ill patisnts ﬁzaz if
.. they don’t g elsewhere, they wili
die' waiting on his hospita!‘ )
zraxzsp!ant Hﬁ‘t&”” y

And'if Ralph ‘me; g G-year-
uid former painting contrastor
who lives near Santa Cruz, sakes

*it to 61, he-may owe hig Hfe 1a
Rﬂbert&’dejﬁism .

Yairo has a canosrous tumeor is
iz tver that will spread through-
,ont his body and kill him if he

daem { mmzv& gnew hv&z‘m "

: H:s insarance campany, Kaiser
Permanente,. contracts with the
- University .of Californis ‘at Sen
Franciseo to do tiver trensplants, -
30 Vairgs dogtor dutifully re-
fobrad him there 1o see ifhe wasa
cundldaze for mnsplanfanmx .

.But wliexz Z{e@ms “sdw him in -
October, Vaire recalled the sur-
efsm saying, "You need g liver.

t's toa lbag of a wall here. I'm
gtﬁwg 1o Fecommend to your doc-
tor and insuranes campazz ¥ that
ydu go sumepiacg else.”

?msplam pa:wnts e keenly
“mware that they may die while .-

. ‘waiting their tien for an o an.
.What many don't know is

due to wids disparities in d:ma
Hon rotes and sftampts by organ
banks and transplant centors to
keep focally donated organs, the
waiting time for an organ varies
dramatically depending on where
they aretreated, . e

- Hospital administrators are mz
happy about Reberts telling pa-
tients to, g0 eisewbere, he said.
"Thé issia has to do with the fact
that you're telling patiénis to gao
1o sther ceaters, not that we will -
do fewer transolants, We won't”

{. But-his overriding. concern is

that the median weiting dme fora;.
liver in 3an Francisco in 1975 was
473 days w- the longest in the
state znd third longest in the!
country. In contrast, the median
walt at one centey s Log Angeies r
veas fust 87 days.

And the difference of 385 days,
for serieus!{mill patients such as
Vairo, may be¢ the difference be-
tween lifeand deatl.

Vairb and tis wife, Donna, said

they Were shocked by the differ-
sncss in waiting . Bven the
docior. who referred him to San

Franciseo hag:i 0o zd a about the

.long wait..

Mosz w&:zspiam dacms da::’z

WNW‘WWW

burgh. = L

provide patients with information

about waiting times. oberts an

u crepanty in
waiting times is :rremrazzies ¢yl

dence that the nation's organ aile-

cation systemn remaing unfair and '

that not averyone has an equal
chance cf getting 2 dmazed o

gan. . }
“"ana m dispa al}y irz mxtwg
thmes-doess™t pertain just to kv
ers, but 1o &1} organs. For exath.
ple, patients in Cinclanati had a
median wait of about six months
far a heart in 1995, while patients
in mnearby Fort Wayne, an}
weited about 1% years, ~

Numbers Hke these pose & 4i-
i¢inma for the United Netwark for
Organ Sharing, the nonprofit o+ |
ganization "that tracks waiting [
times. gnd holds a government
contract 1o match dosated organs
with- waiting patients, A major
function of UNOS Organ Pro--
curement and Transplantation
Network §s to establish an equit-:
abie and medically spund organ
distribution system. _

“In some parts of the Southeast,.
there sre waiting times that.are i
o 10 three weeks fong, and then
you go to the MNortheast in Boston, |

whare the wamfzg,{%ms ape over 1
"ayzad,” said Dr. Jihné Fang, di-
© pectoy of thé liver

ranspisnt
. gram at the University of ?gtg.

¥
SEE 1I5Ti6
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_ “IFanything is going to tell the
public that, ‘hey, * sgmething

dossn' smell vight, it's that king
of disparity,” Fung said. it
umps out 4t you.”

Dz,
president, believes that attempls
by wansplant centers and organ
banks to contral locally harvested
organs have hurt the national,
volumary allocation policy,

Burdick, & transplant sargeon
at fshns Hapking Hospital in Baj
shmore, sald that sense of awner-
ship “impedes the developmentof
arn, equitabie ang nationgl system
for distributing organs.”

Many dogtors and transpiant
profescionals say, howaver, that
the gquest for true equity may be
unokiainalsie because any sctiong
LNOS takes will stilf involve the
ratiening of scarce orpans, sand
thousanids of people will continue
(o die on wailing Hsts,

" They also note that UNOS {san
agency that ruies by consensus,
and that UNQS’ 38-membur board
and tore than 400 member insti-
tstions make conseasus difficult,

Tt ' i
Dirty laundry

" I an angnymous survey done
hy UNGS lase falf, most UNOS
menthers involvad In liver trans-
plastation said they belleved dute
on waiting times and deaths on
the waiting Ust should be avall.
sbie to transplant patients and
{izezr referring doctors. .

Alihsugh-government pressure
forced UNQS to begin publishing
senter-specific  mortality  data,
UNOS offigials and a small group.
i doctors ‘have Rept center-
.;mcific ‘walting time data from
wing made public, cluiming that
‘he data are “meaningless” be-
saust centers are Hating padients
it diffevent stages of -their Hl
15508,

Doe Diver transplant. officiall

SPLANT FACTS
As of December 1098, 584
patjents were walting for
organs at nertheast Ohlo
hospitals, - e S
For a kidnsy ) 675
 Forsheart, | oo 112
Foralwer . . 52
Far g panchess -8
Foralung: - - ar
Forahem}img T
ra; a !cidmyfpm .82,
' SOURCE tevaas

James F. Burdick, URGS

T e —— oy r—

es differ around natmn

ZLITABETH NU«&SYJ Mﬁ SEALER PHOTOGRAPHER

é domz’s chest is a;;eaed as s*uzgeoas prepare ta remc% c;gans for tra:zsp}anmﬁon '

who responded to the suwey o;f«\
posed refeasing the waiting

data because 16 4o 80 “would ¢on-
damn the current DNOS sllocs-
tion system and make s grogain-
geuities publle knowl . ¥ do
net feel that we need to alr our

dirty Iazmdry Lebsfust Axit” -

8274 .,

“of directors voted to relense a re-
port in 1997 on waiting tmes. But
instead of publishing waiting
times by “certer, whith wonid

4, *

Weber isn’t alene in her con- ) wark of smaller statewide or com-
caen that ovgan bank waiting time | munitywide lists. And how long
will be of Little help. Weber and | patients walt for organs depends
some other bosrd members also | greatly on where they live and
wers unsware thal UNOE has | how wall thelr local grgan banks
center-specific wahting time re- | do at perszzaéiag people fo dov
parts, whick The Piain Dealer ob- § nats, .
*tained ‘mdﬁi‘ the Freedam of In- Wil UNOS has establistied &

' formatio “policy” on how to allocate ore

¥ zransplant genter ofﬁcial . gans, it's not followed throughout
were to explain to patients that] the country. The vohintary policy -
waiting tinies vary greatly in <if- | has besn revised by sharing
fevent parts of the country, they | agreemems - and variances
also would have to expinin that| granted by UNOS that cover

help patiants decide where o go,
the boarsd degided to relense & re-,
port on waiting times by organ”
ibank, which serve mgxxzs Of the
counw o .

<4i'm afr:nci thaz i# mﬁcnts tal«s
!n foek at the report on the forgan
Janks], it stil won't help them:
‘meke- n decision. sbout what
ranaplant centér 1 go 1o," sald
Phyllis G. Weber, executive di-
‘reqtor of the California Trans-
“plant . Doneor Network in San
Francises szod a member of the
UNOS board. ' :

v

1 what's in place s more Iil;(e a nete

“Lthere is no true national waiting | about 18 states, instuding Ghis,

iist for patients neading a lifesav- {}hia tike some other grates ang

ing organ transplant, something] replons, has a sharing agreement
ut many, patients do a0t under~  that attempts to keep organs in-

state, regardiess of whether mors”

seriousiy il patients need zh&m

clsewlwm

- Few transplant officials advo»

vate & pationu] system that weuld
-establish a zingle national waiting

: Msay panents beliewz thare is
one is:zg waiting st for each or-
gan. They believe they have o
piace on that list, and that they
move Ui as they get sicker oy with

each transplant that is per-} list that would ship orgsns cross-
formed. . . " - | country-so the next waiting pa-
They are wrong. Instgsd, | tent. -

: 'j SEE 5YSTEMIT-A
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SYSTEM mones .

Instead, many dectors believe
that %zizmg times could be equal-
ized and equity could be achieved
byvsharing organs within seversi

“super regions” that would ace
count for differences in popula.
tign, donor patterns, and rates of
disease.

The liver wars

The disparity in waiting times
hns besn especially hetly debaed
within the Hver trans-

Dr. Jeffrey §. Crippin, a liwar
trangplant surgeds at Baylor Uni-
verzity Medical Center in Dallas,
restified #t & UNOS haamsg in
September.

“In & gifuation of yamet neeé.
with gatients dying deily for the
twant of & donar liver, what is feir
Yo a)i putients is (o have approxi
mately the sxme opportunity of
regeiving a denor liver,” Crippic
anid. .
At the hearing, = move by
bﬁf}s tz:z equalize waiting times

by creating wider

plant - community, ‘?WSPLAN? geographic regions
where sinds 1991 FACTS _ 1o mateh organg for
MOS8 has nsed an 8l " the sickest patients
joration system that ig Annual reanber was - tabled after
differant than for any of heart trans- small- and
otherorgan, isasys- plants in the US -medium-sized cen
tem, 1tz critics say, ) 1ers, concerned
that sllocates argans |. 1989 - L7058 | abowt controlling
to transplant centers, | 1990 . 2108 locsd organd, ope
m;z z:xanents 1991 2128 poged it

éecf&; y by a2 S BATV P T Nearly 80 percent
UNDS 1o ais Liv. 1883 2297 1. of UNOS' 118 liver
ers locally i?xcs%:d of 11884 | 2340 | 1irensplant " center
giving them gh - 1988 2454 membars full " into
sickest . patients - 888 100Blest) 2807, . the smEIELT “and
besn a major incentive - medivm.sized =
for hospitals 1o set up SUNEMBn & e 1 ErOUp -~ those that
liver transplant pro- porasn Branint 1 do fewer than SO

grams HOwW 8 mre

than 8300 i -

year indust he mw silocation
“BYRTETY BEEVIdes organs o newly
established programs that other | b

transplants a year

: oy dominaie
UNGS sommittess, which make
poiicy reczsmmendatzms 1o the
osrd, | :

wise wouldnt get them becsuse
they generaliy have small walting
tiszg and few seriousiy tH patients.

1t eiss provides a source of lo-

el organs for patients whose

probiems have not yet become

life-threatening and who are ex-".

pected to have a beiter chancee of

* purviving o transpiant.

i 1989, two years before the
polley was Impleniented, thare

were 79 iiver transplant cenvers, .

according 1o UNDS. Two years
after the change, in 1993, there
werg 112 centers, a 29 zzercent in-
Creass. . =

.. The allocation change had seri»
sus side effects for large cefiters.
Those centers could not fow
dpaw many organs from outgide,
their loga! arsas, despits drawing

,patzezzzs nationwide,~ With the

number of patients whe could

_-benefit from tansplantation in-

- greasing,

w aiting Hatsi®

the effect was to cut off
organs for inany eriticaliy il po-
tients,” creaziug hepeiassly leng
At the sam ﬁme. the waiting-
Tirme dis&mrizy grew, which
1924 and 1995 ranged from I8

davs st Tulane Medical Canter -

Haapital in New Orleans to an av-
Fiige of 648 days at the four liver

transplant centers in Boston,

* “The control of donor prgans by
zranszﬁam centers and their pro-
Fessionals is driven by financial
‘considerations, not by what is faly
and equitable far their patients,”.

T e

Cnig of the more aytapaken crifr
igs of the UNOS progosal was Dr.
John £ MeDunaid, chalrman of
the department of surgery at the
Louisians State University Sahool
of Medicine iz Shreveport.

*This policy will divert livers
from needy . .. patients in Loulgi-
BTiE {0 malzhy patientz in othey
states,” said McDonald, wha
added that state residents are

gmrm‘t{eed aucess to ransplanta- =
er state law, regardless of -

o un
their abilizy to pay. b1e il divert
tivers to centers which havs
taken. on more patietlts tlza:z they
can serve.”

The inability of ZZ?%DS to m~
selve the controversy internaily
prompted L8, Depariment of
Health and Human Services Sec-
retary Donna  Shalals, whose
agency has allowed transplamt
centers to largely reguolate thems
seives, ta!ntewene e

Ee ol

’New polic welghed for allocauonc

Deee:mbar and said she wotid de-
terming, within three months,
aow best to sliocate scarce donoy

organs. In o letter sutlining her’

ressont for the hearing. Shalala
84ig 2 federal decision on Bver at-
location waald eliminaie the pub-
He perception that UNGS, isn
able to change the current policy
because the seif-interest of iis
members standy in the way.

© "Any gegision, whether i be 3
new policy or g reaffirmation of
the current one, is certain o draw
intenge public and conprassional
intérest,” Shaiala wrote. She
addsd, “I am disappointed that
the sliccatian polivies” 1o date
have provoxed consideralle ua-
resalved controversy within the
transplant cammnmzy *

No standardized iisting

~Bven ziwzzgh divers are allo
cated secording to a different sys-
tam, the variancs in median wait-
ing times for other major orgais
is about as great, acmzﬁmg to
TNOS dats.

For hearts, it smtcheﬂ from s .

low of 2B days st Medical City
Dailas Hospital {for adults) 10 6
high of 815 days a? the University
of Minnesotn Hogpital in Minne.
apolis. For kidueys, It ranged
from 54 éayx gt Harris Methodist
s Hmsniral in Fort Worth, Texas, to
S8 days at Milten 5. Hershey
Medical Center in Hershey, Po.

Traras;zianz "dectors poind ot
that patients’ walting times ars
based on many (astors, including
biood type, height, we:ght and
the stage of iliness at which the
patient iz put on the walting list,
Those end sthar factors meke one
person’s walt longer or shorter
thab another's.

Yght of the listing criteris
that's a Isrge part of ‘the prob-
lam,” said Dr. 4. Michae] fiez:d&rx
sop, dipgttor of the Cleveland

Clinic's liver transplant program.

*The nation does not have & stan-
dardized Hsting criteria. You can

getnnﬁﬁszinunapartafmﬁ‘

sountry & iot earlier than g:!w:
parwsofthe countiy.”

1o November, the ‘ZEN{}S baard
vmeé te astabhsh szazséa,rmzad

“Yau've got to ‘Jeok at it in the '

- FOR- YOUR INFORMATION
Internet n&wsgroup on transplants

!nfx&maﬂm abour transplants
is available on the Internet, |

H you have aceess to electronic

mall, the trensplant newsgroup
prmrides o forum for organ trans-
?l&ﬁ{ recipients and donors, their

milies and members of the,
’ - TRNEPLNT ¥Your full namej io -

transplan: somiunity:

Recent iopics include wmzmg,

tmes, transpiont costs, the nega-”

tive side effects of anti-rejection
drugs and medis coverage of
trangplantation.

To participate, send an e.ail
fiessage -that  states  “SUB

listserv@ weuvmdovustl edi.

o

L3 -y

h&img thig year. modﬁied in pa:
after Ohio's system.

But for the lasgt 12 years z
Chio, patiesis have peen listed
the same stages of their diseas;
and the waifing times for hear
Jiver and pancreas [Tanspiants |
the centers hore sUl vary greath

Henderson saig that was be
cause “vou &3l have local prio
ity” and becsuse sume program

-BYe e aggressive than other

zbput  transplanting  so-calle
“marginat” argans into their sick
st patienis, .

“Waiting’ time is nof the gnl:
standard of equity,” safd Dr. Ron
ald 3. Ferguson. a liver trans
piant surgeon at Ohbis State Unl
versity Hospital. "If you have tor
fow organs sad too many pa
tients, somebody ig geing lo ge
ihe stzs:ky end z:f the Popsicl
stick.”

Aside from the ethical argu

‘ments for telling patients abou

the differences in waiting times
Eoberts, the San Francisco sur
geen, said that dociors who an
warried about being sued shouk

“have g selfish motive for, di&claﬁ

ing the differences.

“If you dur't open up the issue
ihe npext thing that happens is the
Family says, "Why dide't yau tel
me my mother could go and go
transpianted  someplace elss?
We'll stant being asked, ane
rightly so0, 'Is the izsue money
dagtor !

‘Roberts and others say the
spme s trag for insurance campa-
nies, which could be asked
whether they are directing ps-
tienis o specific canters — sume
with long waiting times — be-
cause the centers are giving them
big price breaks.

Far Vairs, the retired painting
sontractor, the insurance issue is
Being worked out. In addition to
the University of Catifornia at
San Franscisco; Kaiger contracts
with four ether hospitals for adult
liver transplantatipn, including
the University of Alabama at Bir-
stingham Hospital.

In 1993, the median walting
dme at UAB was 88 dpye, more
than & yesr shorter than his ex-
pected waitin San Francisco.

Vairo heard recamtly, afer vls-
iting the Alabama senter with hig
wife, that he had been secepted
and placed on the Hist in Birming-

“ham.

Kaiser agr&ed fo pay far the
trip. as weli as his expenses to
move there for severs! months to
wail for g liver.

T lucky because #'s very
smail,” Vairo spig of his cancer.
“But it conld spread, and then
they wouldn't do anything,

“My doctor said, *They'd open
you up and if thay sge fhat it's
sprea{i they close yoo up and yeu
justwait”

“I'm not ready te chesk out,
e gor too mugh to live for.”

-~
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Staymg

close
to home

- . Challenging the odds,
a liver transplant patient shuns

a shorter wait to be at home

By SOAN MAZZOLINI
- PLAH DEA LERBEMSRIER .

OAKLAND, Calif. — Like
many patients awaiting an organ
fransplont, Kari Lindinger didn't

<kiow abput the big differences
in wailing times among irans-
plank centers.

Bt agfter 18 menths on Stan-
furd University Hospitals liver
ransplant lst, Lindinger now
Enows that where vyou .are
treated can bave as much to do
Cwith when you get a transplant
" as how sick you are.

Lindingef, 42, aiready has
waited twice as long as patients
‘at the University of Californio st
Los Angetes. And his twa sepa-

LT rate ingurangce policies would ai- -
“low hing 10 20 to out-of-state con-
vers whh even shorter waits.

Bt Lindinger sald he feels
combortable being  closer. to
horme gid with a staff be has got-

- ten to Know at Stanford.

. UMy doclors here. are £y
tremely good, and § feel very
confident  aboul them™ Lin-
. dinger satd ‘when asked wiy ha
doesn'l look intw going 1o 4 cen-

ter with a shorter waiting time.
“I den'twant to change 3.

1

“My gasircenterologist I a -

- duil. He's soconceyned about pa-
- tient care before the money is-.

sue eomes in, which :x really’

_picetohave.” |

" Lindinger i native of Aus-
tria,He lives in a low-reat aparte
ment he moved into after hs be-
game too sick o continne his
hotel managers job.

He has no family searby, but
many friends Melba Ohl, 2 74-
year-oki friend from Hlinois why
had planned to help him after
the fransplam, came 1o Cakland
early because Lmdulg&r s health
niad deteriorated.

- Lindinger's liver was damuged
hy cirrhogis, He said his doctors
recenily tutd him that the ciredio.
sts was paused by & non.viral -
type of hepatitis,

His liver ix three times its norv,

. mal size. He takes megadoses of

medication that leave him barely
conseious, and interpet hleeding
and brain swalling have put him
in comss and in :md out ol the
haspital,

fut if 2 Hiver becomes avail-
sble iIn Ssacramento, someons
. who is well enouzh 1o be home

“and working there condd get the

organ before "Lindinger, whe .
Hves about {% bours away.
When Lindinger went on the -

- waiting Hs! in August 1995 at

" Stanford University Hospital in

Palo Alio, Calif_ his doctors toid

him he would live less than two

R

- AR

years wzzhmt s transplant, zmd
they told him it would be abouta
year pefore he got anew Hver.

: Lindinger said the dooters told
him the waig, would be anotiw’r
six months, Now Lindinger. iy
worried that hxs time is mzmzng
out. .

Wy dogtoy w:ﬁ zham s nioth

- R

_ing thore Eiwy can do for me, that
" Lmight po into another coma and
“that'h be that,” Lindipger said,

ARer the year canie snd went, - onwssiger the transplant.”

Stanfurd officlals have told

. him they’ are doing everythin

they can to find him s liver. An
that has won Lindinger’s trust

. and kept him-from gmag es?sm :

where.
Lméingm' is like mny S if not

most — patients, spy-officisis in

the - transplant =~ ficld:  Qver-
whelmed by anxielty and the
need o e close tofriends.and
family st home, many patients

. put thoir faith in their local hos-
"pitals and doctors, They don't

ask many guestions, sfratd of the
answers.

“f don't wani 0 ehange,"_ he .

satd. “1's a gambic

b
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~ State’ 5 pohcy
“Ohio organs for

By .IO&R H&ZZOLINZ

If you die in Ohio, Ohio wants
yourorgans. -

Preferabzy, for azzoiher i}hwan

In'what may be the ultimate act”
of provincialism, the architects of
the  nationa! organ-distribution
network have created a system in
which local ownership rules.

Say, for instance,.that 2 donor

. ‘heart becomes available in To-
ledo, but isn’t & match for a pa-:
- tient 8t the Medical Colliege of

Ohie, the, only heart transplant

Ohioans first

tions by the U.S. Department of

{ice of the inspector gemersl in
1591 and the General Accounting
Office in 1993 both found that in
addition 1o the huge differences
in the length of Hime. patienis
waited for organs at different
centers, there was no ITus nE-

tional allocation system.
lional _

Health and Human Servicey’ ofv |

The investipations found that as

.the pumber of waiting patients,

transplant centers and the com-
petition f4r scarce donor Srgans
grew, so had the transplant faciil
ties’ desire to contro organs fram

center in northwest Ohlo. Under” Wﬂgm&

rulas aécp*zed by the Ohit Solid |
(rgan " Transplant -Consortium,
the next s1ép would be to jook for
the best maleh for the sickes? pe-
tient waiting at one of Ohlo's
three other heart transplant cen-
ters - in Cleveland or Columbus,
which are, respectively, %7 and
121 miles from Toledo, or in Cin-
cmzzea 184 miles away.

That's true even if the nearest
maz‘.chmg patient for the Toledo
heart iz sicker than the Qhig pa-
tients and is dying just 53 imle.s

" away in Detroit. *

' 41 think that’s very reasona-
bie,” said Dr, Thomas E. Walsh, a
consortium board member and

+ gdirectar of the heart transplant

program &t the Medical College of

. Ohio, “You have to draw bounda-

rles somehow, and that turns out -
fo be tha way the boundaries are

S drawn, ... 1 thmk it's been very

fair.", -
. Ohifo’is: one of about 16 states,

. regicns and metropolitan. areas

JAers and organ banks

<‘around the. country that-have

variances or sharing agreements.
They allow states, transplant cen-
to circum-
veit this national organ allscation -

poliey, . ' .. N But, Tike sharing agreements in |
New York, Teanessee, Georgia |

the United Network for Organ

. |Sharing wnder. the auspices. of.

Congress, Congress passed - the
National Organ Transplant Actin
1984 and the Transplant Amend.

ments Act in 1990, which re-
quired the deveIapmenz of ‘an

plan that would be carried put “m
accord with a national system.”

H

. “It's extremely alarming when N
in fact-we don't have a national
systemn at sll, but instead these

arbifrary geographic boundaries,
which preclude a paiiofizl sys-
tem,” snid Charles E. Fiske, co-
director of the National Trans«
plant Acton Committee, a
patient-advocacy group of trans.

plant recipients and their fami- |
les. “These variances protect the | .

best -interest of the transplant

center rather than the best inter. |
est of the patient.”. .

That policy was estabhshed by

Despite’ that edict, iizsre_stﬁgag

UNOS, which since 1986 has |

held the government contract for
matching waiting patients with
donor organs, has approved these

variances and - shanng agreé« ,

ments.
Ohio’s system was sot up nhout

U112 years ago. It is considered 8
-model i the ¢ountry because, in

addition’ td sharing orgsns Tor

-critically ' ill patients across the

state, groups of doctors from the
Ohio.centers, under the auspices

" of the Ohio Solid Organ Trans-

plant Consortium, approve pa-
tients who are pul on uansplant
waiting lists at the Ohio hespitals. |

and some other siates, Ohis'y

strives tc keep muost organs’

within state lines, even though |
paticnts cammon}y cross those
' boundaries when seeking medical ;

care, often at the mszstence of

" theirinsorers.

“equitable” organ distibution -~ g oo o xm&m-mﬂi

another exceptien,” Fiske gaid. |
“This flieg in the face of trealing
the sickest patient first.” )

30
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. *" WAITING TIMES

_ The lists below rank the nation's transplant centers according o the
median number of days patients walted for a transplant. The "Patients ~
added” colersa is the number of people who Joined the walting list
"during the year and the “Median waiting time” i the mid-point in days
those patients waited for a transplant. The data below covers the most
recery: year for which a median walting ime could be caleulated, elther
1854 or 1998, NA means the walting thine ¢ould not be caleulated be
_cause fewer than 10 people joined the watling list andfor the center &d
not perform snough traasp%ams for i?za*wazzzfzg time to be szatimcaﬁy ’

signlﬁcam ) :
¥ N M * N
Ten. shortmt
- e t Patieats Medlan
Hospital Cify, State~ T e sdded = | wakingtime
1 Heorietts Egieston; xzzﬁmfsa ’ 23 7.
. 2 Medieal City Dalteg Dolias TX - © 25 . 28
3 5t Louls Children's. 5L mmm 28 .. 38
- & Mercy, Des Moines: 14 s A 43
§ Jackson Memonal, Miami FL 44 -1
§ Loma Linda Universlty, I.orr_m Linda CA 52 ° 52
7 Methodist, Houston, TX 20 « 53
8 UCSI: San Diego.CA* 17 ‘57
. SCedam»Smaiim!mgemm = T - 58
w St Chuistophed ?Zzizaée!phis, ?& I bis
Tots longast T
88 Donald N, Sharp Memorial Saa Dt m A x 408
.| 100 Bapsist, Gklshoma ity JK - . 36 428
~ | w1 LoyolaUntversity, Mayweod 2L~ ¢, |, 7). 38 430 |
Te 1102 Presbyterion-University. Pittsburgh. P'A S 82, 436 .
. 103 Latheran, Fort Wayne IN - .t L2z . - 544
104. 5 Marys. Rochester MN 41 Al
4 105 Emory Untversity, Atisste GA 72 865
1106 Alegheny Geowrnl Plusbusgh PA C 20 i R
1 107 Willls Koiginon Sheeveport 1A - S a2 788 .
108 Univessity of Mmm w:zm;m%is. hm‘ 3i- K: I
Others in Oklo = oo
32 University of Cinctnnag, Clncinnaﬂ 33 . gt
41 Cleveland Clinlg, Cloveland = 128 - Jag 7
' Children's, Cinetsstl 7 "% i KA o
Medical Colegs of Chlo, Teiedo |, 22  RA
7 Cldo State iztzivez:slzy,caaths 20 *NA o}
: C&mgaﬁﬁm . 8’ NA %
KIBHZ‘D : ! .
Ten shoﬂﬁt ) I : : :
HOSpl&EL Cﬂar stnte o e P:gdg:dts ' wmﬁf&gdl:.l’:ne '
I Hmﬂshﬁe‘d‘,{:&st fm%mrx S8 - 54
2 mbyteﬁwvmtzy Plestungh, ?& .12 i B
3 Southwest Flotda, Fort Myers FL 37’ M -3
4 Henslets Egfeston Atanta GA - N ¢ Wd s
5 mamwwmmi}ﬂ 87 JHWE i
§ Untversity, tubbock TX _ i B/ o
7 Methodist, Lubliock TX - 4 |25
8 Jackson Memortal, MlamlFL . “o .| 188
2 StJohn Tulss, OK ™ = )| S 70 . 3
1C Universizy of cmmaauczncmnau C‘H 42" 1w,
Ton Jongest - . . - ‘
108 Viginla Masen S&m;e,i% CBE .. Y £ T
10 Francis Scout Key, Baltimore, MD 44 12 S
1M Pariised Momorial Dalla TX - LS < < T
22 Usiversity of Nesth Caroline Chapel }1%22. &C 55 810 j
13 Mount Sina, New York, NY 108 B2 -
114 University of Pennsylvinla, Phﬁadelphli Fa 163 822 A
115 Narthwaste Memoridl Chicago, 1l 188 AzE
n6 Lebigh Valley Allentown P4 - . 3B 38
117 Wiliamn BeaurmonL BoFai Gu M - - L{}iﬁ 0 A~
3] 838

" Milton Hershey, Hershey, PA L
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Others o Ohis - : . S T
4 14 Miaol Valey. Dagton o, s 28 L 204 -
19 Medical College, Toleds . -7 46 -8 r
25  Christ Cincinead : i, 88 43 EY:1o SN ing
| 82 Ohdo Stste University. Columbes - 276 a3t
Alzon Clty, Akvon : , 28 RA .
Chiidrer's. Clncinnati. : g T NA N
Childret's, Calumbys ; 1 . A .
Childer's. Alron . ' i Ka
S Ctebeland Clinte, Cleveland Wz KA
g Unlversity Hospials. Cleveland -1} . NA
St Ellzabath, ?e,mgstmm : 44, . NA
. - " e
| Ten ahortest L .
;Y ) S ’ 7 Pattents Median
1 Hospital, City, Stute o . A sdded - wa!img time .
1 Tulare New Orisans, LA o e . B |-
2 Unlversizy of Kansss, Ka:xm{l‘ﬁy LCTR - - |
3 Jewish Louisville KY: : A - 38 1
4 University Newark N, - T8 40 o
5 Chiidren's, Daifas TX I RS B 42 ]
& Univeﬁiqe{%masin. Ma@wz\ Wi R 1 ¥ B4 9 -
7 Jackson Memorsl Mismi, FLL s - S R
& Vanderbiit Undversity, Nashville TH . s .on oo .
- §  Hendstia Egiasion, Atlanix GA ®, - ¢ AN T
10 Froediert Memortal Luthetan, M%lwaukee.’&?i 3 o8y i
Yeu lotiguss . : S
75 Methodist, Indsanapolis 1N . . 34 i
|78 - Cleveland Cltnie, Cleveland OH ~ a7 ' 394 4
TN Usiversity of Michigan Aan Arbor ME - = 162 5o N e
; 78  University Denver, O A S < 405 8.,
79 foish- mmmmwmcmam © 186, .4 3
?8{} tniversity, Cleveland OH & 48 .
|81 Caldormia Paetlc, San Prancisco, CA 287 473
&2  Unlversity of Meryiand Baltimere, MD 27 His -
';83 Jokns Hopkins, Beltmore, MD. | 185 583 k
‘84 New Ergland Orgas Bank Ceazm' 307 . j. 648
Othor in Ohlo . o - 1.,
20 - Ohlo Siate Untersity, t:olumzms Chep T 4B ) 4 Y
28 Chidrens, Cincianatt 15 S S O
¥8  Uibversity of Cincinmat, Clncinmed © 7 S8 - 258 - B
| Children's, Columbus . B o 0 L &
| *Includes combined figures Ry Children's. Boston: New Enyimzd Deaconess. Bostan, -
-+ | Massaghusetty Gtwa?. Bummﬂw England Medizal Ccnter Bosion, 4; .
LUNG S T
{ Tens skorwxz . . . :<
oo . . Patioms Medige (],
Hesszéml. City. Stete : © 37 edded | waltingllme ;..
'3 Ochsaer New Orleans LA~ P . ) 43 - Q-
2 Childrer's Philadeiphia, A . 2D R S
3 Usniverst of&iatmn&mmwm&.“ . az - S ¢ SV N
4 dﬁl}niveﬁny Xashﬂi;a?n . L N I 2
¢ 5 Medical Unmtslty Chasiestan 56 | 1. prd : 8g )
8 Umversity, Lexingion KY . . a8 : | I
7 Shands, ainesville, FL e 730 R B
8§ Methodst Housten, TX L 22 [¥3: S S
"B Unlversity of CA Iinis, Sacrarnents, CA . - I zas i
10 ‘I‘em?ietlnwexszzy,?huaéeip&m?& 8 - LE
Ton longest” . ; . ) I+ .
2/8 SL i&i&% Chﬂdmﬁ‘& SL L(}Lﬁ& ﬁo IS ,c ‘;‘/ e, T 42- Y 408 1 P
28 UCLA. Los Angeles. CA o 37 ¢ AT -
30 Duke Usiversity, Durham RC. Sy & “e 1
31 University of Pennsylvaria, Phiadsiphia PA Ria 489 . 47
42 Univetssty of Virgina Chariotiesville, VA~ 26 T - B2
- 33 Methodist, Indianapolie IN - 25 © L5883 h ’
34 Barnes, 5t Louis MO 23 B8O
38 University of North Garolias ChapeiﬁﬂLNC B2 B~ B b
36 University of Michigan, Ans Atbos M1 a4t Tt oze3 e
37 Presbyterian Haw York NY ~ T 8O Civ,
Dthars in Ohis R M
v Ci&ulmdf}liﬁicmweiam! T 40 |z :
SOURGE Uniied Rutwosk for Orgaa Sharng T T PLABIDEALER
| eyt td M) 'ﬂ"'
[ ‘? Tae
iy j‘:‘:m{»&*\ Lizw{h’){’ .«% A %gm
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e, Stmday' When Linda Robinm [ 3?'year«
bl gzd heart began t¢ fail, forcing herto take up

' [rresidence on the ninth floorof the Cleveland .

el inte fast May, she faced the transplant

g aradox: For her o live, someone had to die,
oy Linda and her famziy. the wait for 2 new

wheart was g friphtening remingder of the fra.

'mgzlit? of Hfe and g close-up ook at one of

winodern m;cmeﬁ most aswnishmg from
”’”‘tlez*s :

Monday' . S mnspiaat centers turn
d{}wn many of the scarce donar organs they
rare offered.. Although most refusals are
bmd on medzcaz ;adgmez%ts, huﬁdreds of,
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offers of iwarts tivers and othier organs are
refused due to the unavailability of sur-
geons or because the programs are too busy.
Patients are never told of the refusals be.

_cause the agencies charped with oversecing

the distribution of danor Yrgans refuse tcx
make that infarmation public.

Yesterday: During an 11- month period in

1994 and 1995, the University of Kansas

Medical Center placed om its heart trans-
plant  waiting . list, or evaluated for

placement, 38 patiem,s without teiiing them .

that they had little chance of actoally re-
-ceiving a m::splan: becausa internal

e

squabbles had shnt the pmgmm down As
two state investigations iater verified, pa-
tionts were deceived az'zd university officials
fatled o act. .

““Tomorrow: On ‘avemgé. pzx:ients who're-

ceive organ transplants at low-volume cén-
ters are more likely to die within the first ~
-year than those who underge transplamts at
high-volume centers. Few patients are -
aware that they can significandy i increase |

their chances of survival by going to a {rans-
plant ceater thal does the mk'y SUrgery

- o freqzzantly

gt oo il ~ -
4
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'I'he Cieveland Cii:tic has &ze of, the busiest izeart
operates the heart*iung mac%ﬁzze, which takes o

‘transplant |
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| PHAEDAA SINGELISIMATH DEALER mmcmmsa P

tmmFlant prem in the country. Here, a doctor -
zznezions of those oz‘gans duringa heart - |

ow-volume Centersf

lead in rate of death

*Lastef ﬁve :mic!es \

© By JOAN MAZZOLINL
DAVE DAVES
and TED WENDLING

FLAIE PLALER SZRONIERS  °

T Patients who receive organ
trassplants at so-called “low-
volyme” centers sre mote iikely
10 die withiin the first ydar than
thode who § {o to high- valdme con-
terd, a Phain Dealer andlysis of
‘mésplant beconds shows!

Few gaﬂents anderstand thaty,

theinumber of transplalas per-
fortied plays @ cruciniirole in
kzeping surgical teams s , or
that they ‘can "significantly in-
cre: their chances of sarvive
by poing tfo traasplant .cente
1hat do the isky surgery faore of-
tens -

“Yeah, it would wve some tives
if té;ose [Iw-va%ume} senters ba-

¥

.

~"L¥a§t§n@ﬂms mcrtaiizyami

volume data on all US. trans- owicomes of 7,893 heart trans.
plant centers, 84 - plants between “Dctober 1287 and | 1°
lggl,fwas published in ?;ie 3&2:» i
sivally SZOpped doing  trans- nal of the Ameritan Medieal &s-
. plants,” said Dr, Jeffrey [, Ho. .S0Cistionin 1934 .
senpud, &  hesrt - tronsplant | Hosenpud algo said the number i
cpydiologist 8t the Midical Cot. |LoF fives that sould be saved by’

Jege of Wisconsin Hasplitat in Mil-
wankee,: “And, obvisgsly, that's
criticatly important if You happen
tébe th

asenyud co-guthored a study
that wn.cluéed that the risks of
mortadity at one monthjand atone
year were “substantial
at low-volume heart
cénters, those that

haif of those doing hdart trans-
plants i the Umwé tates, but
they performed only 15 ;&é:’tent of

afl hegrttra nszxian{s.
The study, which examines the

F}F’fﬂ Aericee.

¥

glimipating low-volums  heart
centets is probably fist as grestus
the nhimber that cduid be eaved
iihy eliminatibg Jow-volume Hver
centebs, Liver transpients requirs
greatér fechnical ability on the
part of the suvgical team.

A siudy sponsorsd by the Uni-
{ versity of Pittsburg found that if

fow-valume liver cefiters or those
with higher-than-expected mor.
tality eates were clobed, the lives®
of about 330 transplant patiex:ts a

}' &

"“«JP’“ Eaadin e S T

vear would he saved. p—
BEL _ P-4
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T here are smne enall ceniers|
that have done well, bul na dmae
Sority.” gaidt Br.John L Fung, b
roctor of Pittsbisegi's Hver trans-
piant program.  “in fact,, 75
parcent of the small programs ane
nol good programs. -

“i¥e 1y Bot to foous on thisbe.
emine wa el up polarizing the
srangpiant Sammunily. But we
beligve poord rforming peo-
proms shouidbebockad al,

(‘?i' * 4]
teansplant ceaters was based oo
B e0G qrgan transplants per
formad from Qo1 ), 1987, to Deg,
33, 1591, the most recent periet
for whinh records ware available.
Far each type of organ transplant,
" roughly haif the ceniers 14 the

country feit into the low-volume

category, Low-volume centees at-
counted for 9,049 argan trans-
plants, or alsout 16 percent of the
tetal transplants 1 the unalysis.
The analysis showed that the
patient death vate during the first
year was Bigher en average for.
low.volime centers tmn for highe
volume ceaters. Foregampie: |
w At low-volome heart trans
lant ceaters, those averaging
ewer than ning transplants 2
vesr. 24 vercent of the patients
diad within a yesr ~ an incraase

+ of 33 percent over the death rate

of 18 percent at high-valume cen-
* ters, M
(- ISW-Valume  liver trang.
{ | plant centers, thase averaging 13

or fewer transplants o year, 32
percent of the patents died
within a year - an Increase of 28

percent over the death rate of 25
I percent at high-volume centers,

e R . TEds
centers, those averaging fewer
than six transplants a year, 15
percent .of the patients died
withits a year — an increass of 50
percent over the death vate of 10
parcent at lﬁfh-miume centers,

- The morielity rates for the low
-and high-volume genters ara gv-

v arages for each group. A parlicu.
Lar lowsvol wine center tay hiaves 2

* mneeyear moriality raté that is
significantly higher or Jower then

the lﬁw.va.ngwhgmlup avemgee.
just 85 an voliine center
il ght dif&r wm the overall’
+kign-volume group average,
xperts sayv parients snd thelr

%

.

families shonid know the mest re-

Y Gept mortality retes for the cen-
ters they are visiting, as well as
the medizn waiting time for the
necded orgol:, :

oy

4
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ENCTEd8RY, —
'pp"w*“ryonc pught to be aware
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The importance of volume
Transpiants aed visky gvan un-
4er the best cirpumsiances, and
volnme it only sne
patisat monsity. {ither faciors,
cuch £5 a patient’s overall med.
“{eal condition or whather 1 iv-a
first or second lrzosplact, are
cotsidered Dbefter indicators of
‘whether sotnesse will live g year
sriouger,

Bazgandarmnding vha effect of
volums on autcome cun held po-
tients pick the right iransplant
canter snd juereass their likeli
Hood af SUrVIvIng. - ¢

Fh when the data wWeit &G
figted 1o azesunt. fur differences
'].n tha severity of patients' il
nesses and the guality of the do-
nor ergans hospitals received —
to avaid penalifing hospiials that
tragsplantad higher-risg lggmems
we the odds of :?ing within one
y2ar  remaing significantly
reater at loW-volume hospitals,
the Plain  Pealer's analysis
ghowed. e .
The analysis showed that pa-

1

of survival at high-volume cen
ters for alf six major types of or-
fan transplants - hedarts, heart-

eedivter of .-

tients would have a better chance ¢

“Analysis shows death rate =

her at low-volume centers

Christie Regional Medica! Cente
in Wichita, Kan.

the University of Jows Hospital in
iowa City. Hunsicker i vice pres-
idant of the United Nerwork for
Crgan Sharipg, the private, non-
prafit organization that holds the
government foatradt 5 maich do-
tated organs with patients wait-
ing fortfransplants,
“Clearly, what *1 taks away
. fram this is that the (heart] cen-
ters thaf regulafy do faswer than
10 wansplants a year should ex-
axiine whether they should be in
the business st 30" Hunsicker
seid. "And what's hard ta justify
Vs pleces whare there's two or
three ceaters in g city, all of
whont are doing seven trans-
* plants.
' *That doesn't make any sanse,
They ought to get their acts 10
- gether. and g2t & singie center
that's gat the voleme to get the
levelofexpertise that's needed.”
It fact, four-fifths of the na-’
«tion's low-volume heart trans-
plant eenters are in metropolitan
areas that have oncther heart
transpiant center, Since 1958, the
tumber of heart transplant pro-
[l ﬁgm,s has incrensed from 129 to
t y

unps, tvers, kidneys, hungs and

that valume it an importagt is-
sue,” said Dr. Lawrencé G, Hun.

sicker, co-puthor with Hosenpud -

of the 1994 JAMA siudy and a
‘heart transplant cardiologist at

\ . . i

-

[!  "In priecipal; we would do bet-
I ter with fewer centers” Hun-

n;olume as the only cunsidera-
' tion.” . .

- "Amotig the other considera-
tions are ensuring that patients in
rural, sparsely populated ststes

. have access to a transplant cen-

ter. - .

- The Health Care Financing Ad-.
ministration, an arm of the U.§,
Department of Health and Hu-
man Services, has s&t minimum
velume guidelines for hospitals to
receive Medicare reimbursement
for transplants. Heart and liver
centers must perform at least 12
transpiants a year, kidney centers

' must perform at least 15, while

.lung and heart-lung centers must
doat least 10, o

- But many low-vplume ceniers
have chosen to continue their
programs even though they don't

* do encugh transplants to get fed-
eral reimbursement. And meithey”
HHS' Division of Qrgan Trans-
plantation nor UNOS has set vol-
ume or minimum-survival stan-
darde that cover mon-Medicare
patients. -

“We don't kave any way to ac-
wally remove & center from re-
celving organs, technically speak-

-ing,” said Dr, James F, Burdick,
president of UNOS and 2 trans-
lant surgeon at Johas Hapkins

ospital. “That [volume] i3 not &

. questien we'va addeessed di-

rectly because our b is 1o make

things fair and werk on csnfers
that don't doweil.”

Anexception . .-
Although the Plain Dealer
analysis showed that low-volitime
centers ag & groop had g higher
one-year death rate, there are 2-
© eepiions, One of them is the Via

4

sicker added. "But you can't use .

The hospital performed an &
ersge of aboy! eight heatt tran
piants 2 year during e fou
years anslyzed. 15 ane-vear s
vival rate dering that period we
180 percent, making it one af th
three best-perfarmicg ceniers §
the paticn.

&g of Decernber, over the nine
year lifetime of its program, Vi
Christie had perfermed (02 hear

“traftspiants and 93 pergent ¢
those patienis. had survived on
year. The natianal average is &
parcent, .

"I thiok ceater volumsz dos
matter to an extent, bet [ thing
there are b 1ot of other things the
add to the eguatien said Dr
Thomas H. Estep, diracior of th:
heart iransplant progrom.

Via Christie has the only hear

* transplant program in Kansas
The nearest canter te it is 5 three-
hour drive, in Kansas City, Ma.

Estep said artemnis 16 ot the
aunber of centers performing
transplants should be bassd firy
on death rates, then on volunwe,

“If any center has poor out.
comes, then [ think thas donor or-
gans should go to other centers,
where the chance of a padent fiv.
mgw greater,” e said,

£CaUSE  JONOT  OrRans  are
scarce — for most types of trans-
- plants, there are about two people
waiting for every one person who
receives a transplant — trans.
glant surgeons bave hotly de.
ated the best use of donor or-
gans and’ whether to close low.
volume centers. But that debate
has remained within the fraver-
nity. Few patients are gware that
volume 5 a predicter of mortal-
ity, many doctors acknowledge.

“For the 5 percent who kiiow all
the statistics and know where |
went to schoel, there's a whole
host of peopie who are going
wherever they're told to go,” said
Dr. Bobert W. Stewart, hesd of
the Cleveland  Clinic's  heart
transplant program, ¢pe of the

usiest in the courgry,

That wasn't the case with Anita
Lapo, an administruior at Hineis

_State University who lives in Nor-
maz], §ii. Lupo, whe is still work.
ing, has bees on the walting hst
for & heart transplant ar Barnes
Haospitel in Bt Louis since May
1995, Barnes i5°a high-volume
venter, averaging about 24 trans-
plants s year,

Because she has twice under
gong dpen-heart surgery, Lupe i
considered to be ai » higher risk
{or denth or complications cesult-
ing from o sraceplant, That was g

ke facior in her evaluation of
transpiant centérs, and she by.
passed thrge programs glgssr to
home — one i Peerie, 1, ang
twa in Chicage — becagse she
thought they had nel done engugh
transplinits or bacause their sur-
gical teams wire too new,

She now has 2 much longer
dyive, sbout thves hours, to go for
her Quarterly lests, Wl tha!
doest't bother her.



¢

. Lupe said she learned sbout the
impartance of volume when ghe
sought a second opinfon from a
« fransplant cardiologist who was

. motinveivedin her care.

“He said .don't go anywiz&re'

where they do l2ss than 20w that

~ your quality is a lot betfer if you,

do at feast 20 a year,” Lupe said.
"l am & believer that small-town
hospitals srd Small-town doctars
are not the plece to g4, So when ¢
beard the number 20, that just re-
inforced what 1 already Knew —
. that there had 1o be some min-

Amum number, gnd that it just .

wouldn't be 4 good ides to EQ

somewhere where they did less
i : + o

than that.” .
Al that time, oaly 47 of the na.
« Han's 148 2

. @ation,

Programs on probation -

In many areas of medicine, the
average number of procedures
performed by doctors, ntrses and
JLechnicians has long been consid-
ered a significant indicator of
Guality, - s

“As & physician, I strongly be.
lieve that the outcome does de-
pend upen how many times you
have performed a given proce.
dure” said Dr, Peter Sommani,
{dhio’s * 1op  health  official

**”?hefefqre,. voelume is impor -

tant. .

In addition ta being the state di-
rector of health, Somanj is on the.
board of the Uhis Salid Organ
Transplant Consortium, the asso-
clation that, with his department,
oversees transplantation in Ghia.
Somani’s staff included volume
reguirements for all fypes of ma-
. Jor organ wansplanls in the

state’s recently passed guslity- -

assurance rules, which are des
signad (0 provide minimum stan-.
dards for 2 wide variaty of health
care activities. The rules don't
take effect until nex: fall: :
“What we're saying is if your
volume is less thana the minimum,

we'll automatically look at your,

regglts in more detail,” Somani
Sa; ] i b;

The Ohio consortium has had
volume reguirements for several
years, but it has no aotherity o
slose programs that don't meet
them. And when hospitaly are
piaced an probation for failing o
perfarm erough transplants or
for any other reason, that infor
mation is nol made public be-
cause he.consortives, g private
organization, chooses not (o dis-

ciose It

in the past, minutes of the con- °

sortium’s non-public board meet-
- in{f\s have shown which transplant
cehters were placed on probation
angd why. But Audrey Bohnengel,
the cansartium’s execytive direc-
tgr, gaid the grdup wotdd discon.
tinue that practice lafter The
. Plain Desler obtained bonsartiom
¢ mihutes through Somani's office
showing ‘that heart ‘transplant
prégrams at the Medidal College
of Uhig in Toleds and Ohio State
University were placed on proba.

rion in 1996 for failing to parform
1 - . 1 +

heart transplant cen- .
ters, 32 percent, met that quatifi- -

- expecied the program to be take:
"of i?batianm Aprii. - .
- L2 Y

o e
S

T

v * : L3

i

‘enough transplants.

The consoreium requires heant

- transplant programs to performa

sinimum of 13 transplants a year
-~ thet same numbser reguired by

. the federal government tu-obtain

Medicare resmbursement.
According o consertivm boarg
miautes, Dr. Thomas E. Walsh, a

board semberend directorof the
-heart transpiant program at'the

Medical College of Qhin, argued

. against 2 volume requirement,
‘saying, “There i3 no subsiantia-

tion in ZEZer:aZwe.that Hiks voi-

wime to qualify.” ) .
Walsh also said there were
“better quality indivators than

. volume to demonstrate a stccess-
. ful program, such as lsngth of
* stay cspital

charges and
readmissions.” © .
Lagt April, the copsortium ex-

. *tended the Medical College’s one-

yaar probation for a second year
for failure 10 mee! volume stan-
dards, The hospital performed 15
‘heart transplants in 1996, and
Walsh said inan interview that he

centention was that, -da-
spire the numbers, we've always

-had more than aggeptable out-

comes - that's | martality,

readmissions, rejection, fength of -

. program’s  probably  conserya-
tive

stay and cost” Walsh said. #It
seems to e that because we have

- & very smail program where ¢v-

erything is done by g small, inti-
mate.group, that we profit by our
experignce much more greatly
than if it was diffused over a lacge
number of people.” - L

ﬁ&lgs ‘heart Itz{-jarzs;afant pr;;«

M 1388 struggled sven more'to
?nreat the %iuﬁe standard. The
center periurmed 11 transplants
in 1995 and just seven in 1996,.
. Dr. P..David Myerowilz, direc-
tor of 08U’s heart transplant pro-
gram, partiy aitributed the siow-
dowa 1o the logs of bwo transpiant
cardiglogists in 1996, That re.
sulted in fewer patienits — partic.
ularly fewer critically ill patients
= being placed on O3U's waiting
ii .

Myerowitz also said that QSU,
because it has a conservative ap-
proach about which hearts 16 ag.
cept for iransplantation, ocoa:

-slonally turns away donor heans

that other programs vse. vl

“Ir's the same way a3 how yau
invest your money,” he said
*Some guys are on the fringe and
some guys invest in CDs. That's
an attitugs of iife, | admit 'ma
conservative individual, and oure

i » 0
. I
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If you have a conunent or a guestion about this series of arti. o
cles, you can reach the reporters at the following z:?zz}zie num--
bers: Dave Davis — 599.4808, Joan Mazzolini — 99%.4563 and

i
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By PAVE DAVIS
PLAIN DEALER REPORTER

Rec;)rds of 35,998 organ trans.

" plants performed over four years

were analyzed for this story {o de-

< terming  whether  low-voluma
transplant, centers had a higher-

one-year mortality rate then
figh-volume centers. -

.The analysis included all heart,

heart-lung, liver, lung, kzdney

' -and pancreas transpiants in the -
T iUnited Siates between Qct 1,
. 1987, and Dec, 31, 199} . the

miost recent period for which re-

~cords were avallable. Transplant

patlents were foltowed tbmugh
1943,

Based on the average number,
) ,of transplants performed in a
: -Pr, centers weare labeled either:

- Oy low-volume.
»_For each type of organ, roughly

Kalf of the centeps in the country .
- fell inlo each category. Low-
T Cwolume cestery, ‘bowever, per-

“formed just 16 pervent of zm tofat

GTE&N trans;ﬁants inc!uded inthe:

Bare Meyer
a}zalysis. ] E -
“The analysis showetl that, on

average, patients who underwent,

a transplant at a low-veluime gen.
ter had & sighificantly greater .

chance of dying in tie first year

following the transplant. This was

true for all six types of organ

wansplants.

The records alsg were amiymd )

to examine whether the iicreased
rate of death was explained by
differences .in patients and’ do-
nors, or whether a significant

pornon of the increased rate
couid be attribited o tyansplant
conter velume,

I Even when a sophisticated sta-
tistical method was vsed (o adjust

{for differesces in patient risk fac-

rors and donor characteristics
to avoid penalizing hogpitals that
undertook more difficult casey —
the odds of dying remained
greater at low-volume centers,
Using that method, known as to-
istic " regression, 'The Plain
ler found that center volyme

averall experience of a conter, as
_expressed by the number of years
it had operated, in risk-adjusting
the data.

The Plain ~ Dealer obiained
transplant records on patients
and donors — ons record for each

transplant - from the United

Network  for Organ  Sharing,

*" which holds a federsl contract to’

maich donor organs with waiting

was a significant predictor ef

f}}fmaiity atope year, - :
newspaper inciaded the”

| _Stat:stxcal an_alysxs used mﬁst recent transplant data available

patients. The information did not ~

reveal the names of donoes o re.

- gipients and is publicly available
'gy ;}:alling UNOGS at 1-808-243-

‘The analysis was completed in
SPSS for Windows version 6.1,
The methodoldgy for the analysis
was developed with _guidance
from  John Bare- zmz! ““i"hilip
Mever.

A

Bare holds s doctorate in mass

communication research  {rom
the Usiversity of North Carolina
and is a research consuitant in
Chapet Hill, N.C-He-heiped de-
veioped the statistical methods

used in numeryus stories pub-
iished by 1.5; News & World Re-
port and other news organiza.
tiony,

Meyer is the Knight Professor
of Journaiism at the University of

North Caroling angd the suthorof .
- five "books, including *'The New,

Precision Journalism,” He is 2 pi-

oneer i the use of computers and -
. bowial science rescurch methods
in journalism. :



http:tltla)ys.is

[ARY 8. 1907 , A

SURVIVING A TRANSPLANT

DEATH RATES BY TYPE'OF ORGAN L
For sach type of otgan transplani, | the death rate during
the first year was always higher for low-volume centers,

X X&gh volume centers b Low-vo]ame centars .
BO% . ‘..‘Aff..f"““.’f reeiplents  goy L””g recipients .
Lid) g 1
50 .
36 . - x N

ENE

L

- f"a::x..*;w

izﬁass?nla'mn iz
ﬁm

TR tir‘*‘: i

within one year If they have an organ transplant st 2 low-valume
center. For example, hased on & anaiysis of the $5.930 srgan

"

-of desth for a 40-year-oid white male would increase at
a Jow-volume center for each type of transplant. Patients with -
different charactertstics would have different outcomes, but| ",‘:
smz&sﬁcal}y would be expecxed t0 fam bﬂﬁemz 4 hlgh-voluma o
' cer;ter .
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DEFINING HIGH- AND i;OW-\’OLUiﬁﬁ CENTERS

High~ and lpw-volume centers were defingd In this analysis by the
averge quhber of trangplents they performed jn 4 year. For each
organ type. roughly half the enters in the coont

fell ime eath goup. )
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 sransplants performed from Oct. 1, 1987, through 1881, therisk  » ]
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| \; R . . ORGAN TRANSPLANT CENTERS IN THE UNITED STATES — WAITING TIMES & MORTALITY RATES

'!’?zis chiart lists median waitiag tima& csm-mr mortaiily rates and voi~
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Confidentiatity Note: The information comtained in this facsimile message tv legally
privileged and confidential information intended anly for the use of the individual ar entity
named abové, If the reader of this message is nol the intended recipient, you arc hereby
rotified that any dissemination, distribution or copy of this telecopy i strictly prohibited. If
you have received this telecopy in ereor, please immediately notify us by telephone and return
the griginal message 1o us af the above address via the 7.5, Postal Service. Thank you.
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abssehaﬂ-si:esgﬁmﬂwfam om deceased donors: Alsg, the
turky man's healthy liver and shartage of donor livers shows
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transpianted it into his gravely no of easing

iil)le:;?-moﬁmld son }‘uegcﬁa en was born m&gbgﬁaxy :
orm the area's firs atresis, &n sbnormall "

related bver transplant, vents hile from 2 propes.

proper-
Both Lynn Thomas, 38 of Iy  from " the = liver.
Tompkinsville, Ky., and kis son, . Transplantation is the only cure
Haden, werereported doingwell  for the condition, which il
%thewaz:spegve - : -
: N Bemust: géf% «rhile o, - SEC LIVER, PAGE A~3_
"o § omas’
‘iiv%?ngu expected {o grow to its E} Apoilo vamirse given to
farmer size within aféwmanths,  thousands of Pitisburghers
‘Removed in sepments, the por-  WES contaminated with 2 mon-
tion transplanted into Fladen s Koy virus that now has scien-
about the size of the boyis for-  USiS wormied. Page A3y
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naledmi%hiif pr ition was deterio-
rating, Brden’s parents
offered 1v donate pieces of thexr
own livers.

"I wasn't hard to gay ‘Iﬂ’sﬁo
it Nanette Thomas said, “Haden
meeded it. . ., Ibwas hard for both of
Z&emm@&,huzﬂwﬁmh@st
thing for all of ys»* .

Both Nanette and Lynn Thomas‘

were evaluated as donsrs, Lymn
Thomas was selected becaise he
angd Bis son share the same biwgi

Dr. Jorge Reyes, director of
franspiantaiion at Children’s Hasm'
g.dsaid he and %rmgémn Casavi

spent more 2 year prepar
¥ ing for the Bving-related donor w
g:un They plan to offer it routinely
parents whoge children nmd

lawer trangplanis. S

‘T donation of part of a fiver hy
parents “iy not oely very coura-
flesus, b it i probably the maxi.
M deﬁ;nstratign of iove to their
¢hild,” Reyes aai R

Heesbmatcdﬁmtperiza 5 30 of
42 children now on the waatmg Est
for, fivers af Children’s might be
suitable for living-related danation,

" Reyes aclaowledged that this

eption ¢ould place great pressurs’

on 2 parent ta make a donation,
“But hew much pressure K ap-

gu rogriate?” he said “i only acten.
tes the faot that these are lifo-

and-death situations.” ..
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Put ﬁe.sztatcd 0 ot&ar & procedure

21003

] ?rxm“” : R o
IS e 'f’%:“y h ?x,m.:f**
e L
wi P msui* : HE
o i o 4 Ea \Ié-% g“; * B ,} ¥ .sg‘ 1|1’

oo “&4‘6,,&‘52..

O a v e

e ¥ +

,;..a. A1 i"‘Jr; i ‘-:;‘”',.

et b *.m-‘ugé R

LR AT IR S UL I B3 ‘3««:‘;’ EA P

3 T e ALY B i

Lym Thomas with this gon, Harxm. ag Ch&dmn $ Noapitai VT

GRLELAHLY S RS AR

-—wt

B Ui R TR STy U

T

wwoman Lisa Rass: saz& In i’aiisw d

burgh, where the boy was refered
-for treatment by his Kentucky gas-

“troentecologist, he waited more

than a year without SuCass,

Thaco

. a portion of the liver is nol wew. Pigt

: 1 gurgeons routinely divide donor liv-

- org from decossed adults — ans-
‘. planting & small portion into 2 child
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suitabile dosors. Raﬂ.alog;;sis then
studied Lynn Thomas' ver closely,
estimating the size af cach ent
and the location of its arteries
Phvsicians were then able to calew-
late how much of His Hver would
have e be remm to ruplace
Haden's. .

Casamﬁa and Reyzs performed
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than 74 perceai, Reyes xaid’ Big
today, the sucerss rale is sbout the
same a5 for repular bliver urang
plants = 88 { &t Children’s w
and donor Livers are increasingly
hard i come hy

Pirt langation officisls have

19 argued that the United Net-

for Organ Sharing's policing

f{.}r dxstnbutmg doror ergans have

created geographit inequdies that

mmﬁmhe transpisnt refereal
centers, such as Pitt. »

c[gy Hue:éw Thomag' tn}atim Ken-

e average wail for 4 donor

fver Is just 4 dgys, Pitt spokes-
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recipient «~ 3y the c:zm perform
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~Last year, i2 such uperamms
were performed at Presbviaerian
University and Chitdren's bospitals.
fe o the lveris
&wé&émfaurlebes each with ils
owit blood One or more

segments 2o
can be remm*&d thhnut dam.%
the remainder of the oryan

surgery often is performed, for in-
s:arm, for tresting some Hver

Befere s operations, Dr.
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anteroiopy, supervised tes ta

blood vessels

ihe r-aour operanen @ remove 15

’ﬁmeni te 20 pervent of Lynn

amas' fiver al Presh ‘I‘he

;}gigz&mthis metioulous,
“so the segmeant comes a&z

almost perfect.’ o - :
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ing room ot Childrew’s, wheire he
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PITISEURGH, PA 15219
(412)261-1560

FACSIMILE NUMBER (412)642-7543

i
To: : Bruce Lindcey
¢ Assistant to the Pragident and

Deputy White Honge Coungel
Facsimile Number:  202.456.2083

From: David M, Matter

SPECIAL INSTRUCTIONS OR MESSAGE;

NUMBER OF PAGES INCLUDING COVER PAGE: £
DATE: September 29, 1096

Confidentiality Note: The information contained in this fscsimile message is legally
privileged and confidential information intended only for the use of the individual or
entity narmed above, If the reader of this message is not the intended recipient, you are
hereby notified that any dissemination, distribution or copy of this telecopy is strictly
prohibited. If you have received this telecopy in error, please immediately notify us by
telephone and return the original message to us at the above address via the U.S. Postal
Service, Thank you.
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Beptomber 30, 1596

President William J. Clinton Via Facsimile: 202.456.2983
The White House

1600 Pennsylvania Avenue

Washington, D.C. 20500

Dear M, President:

} As you know, T have always been very active and interested in
issucs that affect Pittsburgh and the Suie of Pennsytvania. The largest
employer in Pittsburgh is the University of Pinsburgh and the related
University of Pittsburgh Medical Center (UPMC). In my real estate
and development business, UPMC has been 2 good client for 2 number
of years. Although I have followed and supported the activitiss of
UPMC for many years, I am not a lobbyist or paid consultant for it.
Thus, I wish to bring to your attention an nrgent matter that has been
pending at the Department of Health and Human Services (DHHS) for
over four years which affects UPMC, and more t:spcciaﬂy patients
wamng for organ transplants at UPMC.

- UTPMC s one of the leading teaching and research hospitals in
the country and i3 a world leader in the field of organ wansplantation,
especially liver tansplantstion.  As a result ‘'of the passage of the
National Organ Transplagt Act in 1984, the conuol of donation,
aliocation and distribution of life-saving organs is placed in the Organ
Procurcment  and Transplantation  Network ({}?’1‘}’4} subject W
supervision and review by DHHS. The OFTN is cpemted under
coniract with DHHS by the United Network for Organ Shadag
(UUNOS), a private entity. UNOS has 430 members; 276 of which aro
tansplant centers, including UPMC. The other members of UNQS
inchude organ procurement organizations, other medical organdzations,
11 voluntary health organizations, and only § members of the general
public. L ccisions at UNOS are made on the “one-member, one-vote”
rule. Thue, transplant centers (not the patients) cootrol the decision
making.
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UNOS has adopted volumtary policies dealing with the
operations of the OPTN (including how organs are allocated to waiting
patients), but notwithstandiog repeated Congressional criticism of foot
dragging, DHHS hes pever adopted sny binding regulations. DHHS
began working on regulations in late 1989, In late 1990, UNOS, -
without DHHS's review or commend, climinated the 8TAT priority for
allocating livers to the sickest patients wherever located in favor of
allogating most lvers using the current geography-limited system.
UPMC complained in writing to former DHHS Scoretary Sullivan in
March, 1991, to no avail. Shortly before you teok office, DHHS was
reporiedly prepared to issue regulations adopting the then-cxisting
system based on small geographic areas.

At the urging of Congress and others, vour DHHES sppointees
began looking at the iscues again in 1993, DHHS published proposed
regulations in September, 1994, seeking comment from the transplant
community. The preamnble 10 those proposed regulations specificalty
asked for comment on the organ allocation policies of UNQS as in
effect after the 1990 change and stated that “the present organ
allocation policies .., raise difficnlt issues.” UPMC and others
submitted comuments and proposed alternative allogation systems in
December, 1994,  Although DHHS stated in the preamble to the
proposed repulation, “fijhe process iz being inttated w aliow the
carlicst possible adoption of final allocation policies .7, afier two
yours DHHS has still not made any decisions on the issue. UPMC
belioves that DHHS must move quickly 1o change the ¢urrent organ
allocation policy because putients are dying while waitihg for a liver

" transplant who would not otherwise die if the existing organ allocsation
gysiem were changed.

Tl':c current liver allocation policy works as follows:
i
{."  Patients are assigned to a Status depending upon their
medical condition, s determined by the physician, with Starus | being
the sickest patients {in ini¢nsive care with 8 bife expectancy of 7 days
or lessy; Starus 2 being patients who are continuously hogpitatized.
Status 3 are patients who are homebound, and Status 4 patients are the
beast sick.

'
|



+

09730908 HON 18:14 PAY 412 842 7543 &ood

i

Presidens William J. Clinton
Seplember 30, 1996
Page 3

2. Geographically, the United States is-divided imts 69
organ procurement organization (OPO) aservive arcas which arc
aggregated into 11 UNQS regions.

"3, Livers are allocated first to Status | through 4 patients
in the OPO service area: if not accepted within the OPO service ares,
they are allocated to Status 1 through 4 patients in the UNOS region:
and finally to Status 1 through 4 paticnis anywhere in the country
outside the region,

The sffect of the current policy is to allow a Status 3 or 4 (hon-
hospitalized) patient to receive a donated liver, instead of using that
organ to gaosplant a Swatus 1 or 2 patient who, by definition, is near
death, simply because the Status 3 or 4 patient is on the watting list of
a transplant center near where the liver is donated.  ARer development
of the University of Wisconsin solution almost 10 years ago, a donated
fiver can be preserved and shipped anywhere in the country by
commercial airline (12 to 18 hours) and still be viable for
transplantation,

Several viable alternatives to the current gystem have been
proposed by UPMC and others. The proposal made by UPMC would
allocate the fivers first to a compatible Status | in the local OPO
service area, then to a compatible Status 1 anywhere in the countey; i
there is no compatible Status 1 patient, the organ would be offered first
10 & compatible Status 2 patient in the OPO service area and then 10 &
compatible Status 2 patient anywhere in the country, and 30 on for
Status 3 and 4 patients. This proposal would allocate ths Hivers 1o the
sickest patients in the largest possibie geographic srea where the organ
can be transported and remain in good condition fo be transplanted,

Annther proposal would allocate donated Hivers to compatilile
hospitalizad patients (Status 1 and 2} first and then 16 compatible non-
hospitalized patients (“In-Patient First system”).  This proposal
maintaing the “local-region-national” geographic limits of the current
systemn, but insures that patients who have the greatest risk of dying
without a transplant, have the first opportunity to receive a compatible
fiver.

i

i
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Consultants for UNOS and for UPMC have developed
cowiputer models for liver allocation and have published results from
these models for various liver allocation proposals. All of those results
have indiested that total deaths among liver transplant patients and
recipients are jess under the UPMC proposal than vnder the curment -
system. The UUNOS models have indicated that between 30 and 50
lives are saved cach yeur under the UPMC proposal, while the
modeling donc by UPMC consultants indicates that in cxcess of 100
lives would be saved per year. The rosults for the In-Paticnt First
;mposal are very similar,

A: the pmmi time, there are significant disparities among
waiting 'times for similar liver patients at different transplant centers
around the country. The disparities are 50 grest that some patients can
wait 4 or.§ fimes longer for an available organ as similar patients in
other parts of the country. The results from the UNOS model and from
the UPMC model indicate that the disparity between the waiting times
for similarly situated patients at different centers s reduced
significantly under the UPMC zllocation proposal, and under the In-
Patient First system,

The cwrrent system has another consequence.  The large
disparity in waiting times for a liver aosplont induess many poatients
to list at a small transplant center (35 or fewer wansplants per year) in
hopes of receiving a liver sooner. Approximately 65% of lLiver
transplant centers are in this category. Unforhmately, a 1594 OPTN
study showed that the risk of death for transplants at such small centers
was 1.6 times greater than the risk of death at centers performing more
than 35 liver transplants per year

Personnel at DHHS are aware of thess studies. Nevertheless,
there appears t0 be a genuine reluctance fo move forward with the
formulation of an organ allocation policy. UNOB, 45 an organization
made up.meily of smali ransplant centers, seems content 10 stay with
the existing policy since it benefits a large number of the member
centers, Although, te UNOS Board rocently pmposmd for comment
by its mcnibﬁt& some minor modifications to the curront system,
results from the UNOS and UPMUC models suggest that such changes,
which are now under final consideration by the UNGS Board, are not
an improvement over the cutrent system. However, the existing liver

¥
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allocation policy does not benefit patients waiting for liver transplants
either. The results of all of the studies indicate that more patients dic
annuglly under the existing System than under the UPMC or In-Patient
First alwernatives, neither of which the UNOS Beard is cuwrrently
considesing, and (hat there i greater disparity of waiting times among
paticnts with similar medical conditions under the existing policy than
uader eithc:r of those proposed alternative aflocation systems.

UPMC believes that DHHS should move forward immediately
to develop and promulgate the nctusl organ allocation policy, If
DHHS gives mote weight to the interests of patients than wransplant
centers, the new liver allocation system will: {1) allow the patient to
choose the transplant center; and, €2) direct the organs to the neediest
patients wherever located. The current system is described in
comments recently submitted by the University of Nebraska Medical
Center at s UNOS forum:

.., the policy mandates that describe liver
allocation are not patient-directed, but remain
entitlement programs serving transplantation
centers rather than patients in a direct and
mz:;mwmblc fashion.”

Does DHHS want to endorse this type of policy? DHHS must make
the decision on liver gliocation policy. UNOS has shown that il
cannot, or will not. At present, everything is in Hmbo, with no
reasonable progpects for change, and, by defanlt, the existing system
remains in place.

"} recognize your tremendously busy schedule and the
significant issues that you must face each day. 1 also koow that you
maintain 2 deep and abiding concern for the health and well-being of
all of our ¢itizens and are committed to the principles of fatmess and a
responsive and responsible government, 1 ask for your assistance in
insuring that DHHS moves immediately to adopt repulations for the
OPTN that will protect thuse patients facing itgminent death while
awaiting transplants and be fair and equitable w all pariems.

I have taken the hiberty of attaching to this jetter a fow
questions, the answers to which will focus attention on the important
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policy issues that need 10 be resolved. Thank you very much for your
assistance, and { ramem

! Sincercly yours,

7 il et

vid M. Matter
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Questions

, What projections or data has DHHS prepared or compiled which
compare patient lives saved by Status, pre- and post-transplant,
for the current liver allocation system, the UNOS Roard
proposed changes, the UPMC proposal and the In-Patient First
ipmpos‘a}? i

“What projoctions or data has DHHS prepared or compiled which
-compare total patient life years saved by Stans, pre-and post-

ransplant, for the current liver allocation systern, the UNOS

»Board proposed changes, the UPMC proposal and the In-Patient
First proposal?

"What projections or data has DHHS prepared or compiled which
(compare disparities in waiting tmes by Status by UNOS region,
rpre- and post-transplant, for the current liver allocation gystem,
the UNOS Board proposed changes, the UPMC proposal and the
In-Patient First proposal?

If the In-Patient First proposal will save morc patient lves,
"increase total patient life years, and equalize waiting times for
‘patients in a simiblar medical statis ecross the country when
compared 1o the currsat system, ars there demonstrated negative
iaffects to patientss of such proposal which outweigh the hencfits?

If the UPMU( prapasal will save more patient lives, increase wotal

_patient life years, and equalize wailing times for patients in @
“similar medical status across the couniry when compared to the

jeurrent system, are there  demonstrated negative effects to

‘patients of such proposal which sutweigh the benefits?

.DHHS has data which indicate significant differences in risk of
‘mortality for liver patients, pre- and post-transplant, between

- centers performing more than 33 wansplants per year amd those
 performing fewer than 12 umasplants. Ate there demonstrated
, medicul benefils to patients to encourage patients 1o choose to he
‘ ramsplanted at high risk conters?

Bioss
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Of those centers performing fewer than 35 -liver transplants per
year, how many are approved for participation in Medicare,
Medicaid, VA or other federal government programs for
reimbursement for liver transplants?

How many genters &re performing fewer than 12 liver transplants
por yoar, and are any of those centers approved for participation
in Medicare, Medicaid, VA or other federal government
programs for reimbursement for liver transplans?

Has DHHS cetablished any criteria for determining when the
mortality rate at a liver transplant center is unacceptable so that
the center may not participate in government reimbursoment
programs or receive Hvers for transplant?

igou9



RECOMMENDATIONS TO THE DEPARTMENT OF HEALTH
AND HUMAN SERVICES
'REGARDING

THE ORGAN PROCUREMENT AND TRANSPLANTATION NETWORK

1. ALLOCATION OF LIVERS FOR TRANSPLANTATION:

¥

National T‘rénsgs&ant Action Committee (NTAC) believes that every patient on the
waiting list for a liver transplant should have a tair oppontunity to find a donor and
receive a transplant. The waiting times for medically similar patients should be the
same. This can be achigved by eliminating the arbitrary local OPO boundaries and
aliocating organs on a wider basis.

NTAC is keenly sensitive of how important local access to organ transplants can be.
Many of us we-l‘nt through our transplant experiences at a time when there were fewer
liver transplant: centers. And, the distance that individuals had to trave! o find a
hospital performing fiver transplants was much farther than today.

NTAC has analyzed the UNOS ULAM modelling data to determine what impact
wider sharing would have on local access, We compared the current allocation
system with the various other allocation options modelled by UNOS. We believe that
greater sharing, based upon medical necessity, will have a minimal impact on local
access. Assuming that any center unable to perform more than 10 transplants per
year would close, we found that approximately 12 centers would fall below an annual
volume of 10 liver transplants per year and become vuinerable. However, of these,
only two centers performed more than 10 transplants in 19958, The 12 centers were in
targer metropolitan areas with at least one other transplant center within reasonable
travel distance. If these 12 centers closed, another caenter would be nearby and
patients would continue 10 have easy access o a local transplant center. _

NTAC has also examined the geographic location of all centers that periormed
fewer than 20 transplants in 1995, Once again, we found that 80% of those centers
are in large metropolitan areas with at least one other liver transplant center near by.
Another severfl of the smaller centers are within a three to four hour driving time of a
farger liver transplant center.



NTAC finds that wider sharing of livers in liver transplantation will equalize waiting
times while not having any significant impact on local access to liver transplantation.
Qur findings er}swe that low income and Medicaid covered patients would continue 1o
have the same access 1o transplantation as is usually the case.

We supportl an outcome-based public policy in liver transplantation. The HHS
allocation rules should embrace a public policy that will foster equity among patients
waiting for transplants while still enabling the medical community the flexibility to adapt
medical criteria to ¢hanging technology. Therefore we propose that HHS adopt the
following principles:

The OFPTN contractor shall maintain a system of allocating
organs for liver transplantation that:

a. prioritizes patients on the national waiting list based upon
medical necessity,

b. utilizes geographic regions large enough to ensure that the
waiting times for all indivduals on the national waiting list
within the 'same medical status are approximately the same, and,

c. ensures that patients listed in a higher priority status are
offered a donated organ before patients of a lower priority.

Currently, the process of prioritizing patients on the national waiting list is loosely
based upon whether the patient is in the ICU, is an in-patient at a transplant facility, is
homebound and undet care, ot is still functional either at school or work, We believe
that medical critieria for each status should be established based more upon
measureable clinical indicators and conditions,

irt addition, the current OPTN contractor, UNQOS, has recently implemented a policy
change that gives highest priority for liver transplants to patients with limited, mostly
acute, conditions and reduces the highest priority previously given to patients with
chronic conditions. UNOS claims to have promulgated this rule change based upon
the balief that patients with acute conditions have a lower post-transpiant moriality rate
than thase patients with chronic conditions.

According to data recently published in the 1996 UNOS Annual Report, patients
fransplanted because of acute liver conditions actually have a higher post-transplant
mortality rate than patients with chronic conditions. The one year and three year
survival rates f}or patients with acute liver failure are 70.8% and 67.6% respectively.



The same rates for all patients are 80.0% and 73.6%. Even if one assumes that afl
acute liver failure patients were Status 1 when tfransplantated, the same rates for all
status 1 patients are 69.9% and 64.1%. Clearly, the scientific data do not support the
UNOS policy decision.

Instead, NTAC befieves that the recent UNOS rute changes were based upon
distrust among transpiant centers and the manner in which individuals are prioritized
for liver transplants. Patlents with acute liver failure are very clearly identifiable and
there is little question about their medical urgency. We propose that HHS adopt the
following regulation with respect to these issues:

The QPTN contractor will develop clearly defined medical
criteria for prioritizing patients in each status on the national
waiting list for liver transplants., Such critieria shall:

a. provide thar the most medically appropriate individuals
with the greatest medical need for a liver transplant be given
the highest priority on the waiting list, and,

b. be based upon sound verifiable medical and scientific
principles.

The OPTN contractor shall establish a system of monitoring
transplant center compliance with the patient listing and
prioritization standards, either through regional review boards
or through a single national review board. Any violations of the
established . rules shall be reported to the Secretary.

Finally, with respect to liver allocation, NTAC is concerned that the use of total
waiting time ori the transplant list, as a means of selecting patients for transplant, may
encourage premature listing on the waiting list and result in a larger waiting list than is
actually necessary. Therefore we suggest

In so far as the use of total cumulative waiting list time, as a
means of prioritizing patients for liver trapsplants, may result
in the premature transplantation of patients with chronic liver
disease and may artificially inflate the transplant waiting list,
waiting time in each medical priority status shall be calculated
seperately and only waiting time in the patient’s current
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medical priority status shall be considered when selecting
patients for organ transplants from those individuals on the
waiting Hst.

[I. OVERSIGHT AND QPERATION OF THE OPTN:

NTAC is vetf‘y concerned about the organization of the OPTN and the role that the
public, &fﬁﬁg?‘i’ gualified transplant recipients and patient advocates, has in the
operation, organization, and rule making of the OPTN. The OPTN contractor’s board
of directors and its rule making process are dominated by the transplant centers.
There are over 250 transplant center members and fewer than 12 general public
membaers of UNOS.

In recent years, UNOS has increased the number of transplant recipients on the
board of directors. However, the process by which these individuals are selected for
the board is still dominated by transplant centers. As such, the patients and members
of the general public who are selected for service on UNOS committeas and the
UNOS board are caretully screened and the patients’ message filtered. Although the
number of recipients, family members and donor family members on the UNOS board
has increased, transplant centers control the debate and the votes and the public
policy positions of the leading transplant patient advocates and organizations continue
to be ignored.

The recent hearings on liver allocation conductad by HHS in Bethesda, MD., ofters
a clear example of the problem. Representatives from NTAC, Transplant Recipients
international Organization (TRIO), the American Liver Foundation, as well as many
patients and réacipiants from around the country, were unanimous in thelr support of
HHS and its rule making authority on this matter. However, UNOS responded by
claiming overwhelming suppont for is positions at the hearing. In a letter to the UNGS
board of directors, UNOS president James Burdick criticized the patients who testified
against UNOS as “profoundly ignorant” about the matlers in this debate. The factis
that many of those who spoke on behalf of changing the system have followed this
debate clogely since its beginning and have studied the UNOS data very thoroughly,
Their problem is not ignorance. Instead, it's the fact that they understand the situation
all too well that has earned them the contempt of the UNOS president.
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Not only is there a real lack of representation of patient interests on the UNOS
board, there is also a disproportionate level of representation among the transplant
centers themselves. Centers that perform 10 transplants per year have as much input
into UNQOS poliby as those centers performing 200-300 transplants per year. Those
centers performing a greater number of ransplants represent more palients, more
fransplant professionals, and a greater stake in our public policy on organ
frangplantation. ’

NTAC also has concerns about whether the OPTN contractor should be in a
position to promulgate public policy in organ transplantation when its members and
board of directors have such a personal financial interest in the outcome of any such
policy decisions. We believe that the public policy decigions should be made
independent of special interests.

There Is nothing expressed or implied in the Natlonal Organ Transplant Act that
requires the OPTN and the OPTN contractor be one and the same. The U.S. Senate
concurred on this point during its deliberations on the National Organ Transplant Act in
1996 * The Nﬁ%twork was desctibed in the original law as a ‘private entity.” The
commitiee views the original designation as a ‘private entity’ to represent an
independent voluntary organization which would function outside of a government
agency, with govemmerit oversight, and would represent the interests of the public
and the transplant community. The commitiee believes that the original designation
was not a legisiative mandate that the Network should become a subsidiary of, and
therefore synonymous with, the Network contractor.” (U.8. Senate report 104-258,
April 22, 1996.)

Therefore, NTAC proposes that the Secretary establish a National Organ

Transplant : Oversight and Advisory Committee as follows:

k4

The Committee should include representatives from
transplant professionals, other health care professionals, civic
and public'leaders, and the public at large.

I Representatives of transplant professionals would be
selected by the Secretary from the various specialties in
transplantion and include representatives of organ procurement
organizations and histocompatability labs.
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II. Health care professionals would be selected by the

Secretary and could not be employed by the Network contractor,
a transplant center, an OPO, or a histocompatability lab.

i

111, All other public members would be selected by the
Secretary and could not be directly employed by a transplant
center, an OPO, or a histocompatability Iab.

a. The Secretary would solicit recommendations from
transplant advocacy organizations in the selection of public
members and give priority to transplant recipients and family
members of transplant recipients and donor families.

IV, All rules and regulations, as well as amendments to
existing rules and regulations, promulgated by the OPTN
contractor and directly related to the operation of the OPTN,
would be subject to review and approval of the Committee and
the Secre tary.

a. - Any proposed changes would be forwarded
immediately to the Committee upon approval by the OPTN board.

b. Within 60 days the Committee would submit its report
and recommendations to the Secretary on any proposed rules
changes. During this 60 day period, the Committee may request
from the OPTN, and. the OPTN shall provide, data and information
to support and explain the changes. The Committee may receive
and consider data and information from other sources as well.

c. 'Within 30 days after receipt from the Committee, the
Secretary would publish the proposed changes as approved or
modified by the Committee for public comment and proceed to
finalize the rule as required in the Administrative Procedures
Act.

d. Upon showing good cause, the OPTN board may request
immediate implementation of a proposed rule. The Committee
may approve the implementation of an interim rule that would
be in effect until the proposed rule is adopted, amended, or
rejected by the Secretary.

V. The Committee, at its discretion, may propose changes to
the OPTN rules and regulations and submit those proposals to
the Secretary for review and approval.



THE IMPACT OF GREATER ORGAN SHARING
ON THE AVAILABILITY OF LIVER TRANSPLANTS

AT THE “LOCAL” LEVEL
i PREPARED BY
' NATIONAL TRANSPLANT ACTION COMMITTEE

INTRODUCTION:

There has been a great deal of speculation about the impact that a
system of greater organ sharing might have on the availablity of local
transplant centers in the field of liver transplantation. The current system
of organ allocation gives priority to all local patients on the waiting list
before a donated organ is made available to any other patients on the
national waiting list, Patient advocates have t?eezz calling for a system that
would direct givers to the most medically needy patients through a system
of wider sharing of organs across local and regional boundaries. x

Those opposed to “medical needs based sharing” have argued that such
a system will gE}éf}f}:fi:t a few large transplant centers and result in the
closure of many other small to medium liver transplant centers.

We believe that this is the first analysis to date that attempts to
determine the impact that greater organ sharing would have on access ¢
transplantation. We have analyzed data developed by the United Network
for Organ Sharing (UNOS) and have concluded that an allocation system
based upon :tz:}e{iicai need would not have a detrimental impacton a
patient’s abiiity 10 gain access 1o a nearby liver transpiant center. We
compared ::hf.j: current system with one that is needs based. The
alternative system would allocate livers to all patients on the national
waiting list with the same medical urgency before patients with a lower
medical priority.



We have concluded that under such a system only about 12 liver
transplant ﬁez}ters would be at risk of closing because of a lack of volume,
Most of the country’s 101 transplant centers would see little change in
their overall sitatus. In fact, greater sharing would result in fewer low
volume trans;ﬁlant centers and an increase in medium o large transplant
centers. Given the impact that volume and experience have on patient
survival, we conclude that changing the current system will also have a
positive impact on the quality of care available in our nation’s liver
transplant centers.

METHODOLOGY

Our analysis is based upon information developed and published by
UNQS. UNOS created the UNOS Liver Allocation Model (ULAM]) as a tool to
evaluate the impact that changes with liver allocation would have on the
system. ULAM computer reports include a variety of outcome
measurements ineiudin;g the number of livers imported or exported for
any given region. By comparing the results of different allocation
algorithms we can determine any net increase or decrease in the livers
available for transplantation in each of the UNOS regions. We have used
the ULAM datz{x in conjunction with the UNGOS Report of Transplants by
Center 1988-1995.

We grouped the transplant centers 1o determine the total transplants
performed in :e,ach region in 1995 and then adjusted the total depending
upon the change in the exports/imports according to the ULAM data. We
then prorated:the difference equally across all the transplant centers in
the region.

This analysis could be enhanced by determining the export/import rate



for each local OPO service area. However, we feel that this method of
analysis still provides an accurate appraisal of the impact that greater
sharing would have on liver transplantation.

In our examination of the data we compared the current system to one
that allocates livers according to medical priority (all status 1 patients
locally, regionally, and nationally before transplanting patients with a
lower medical status). These different systems are modelled as policy
number 95 (current policy) and policy 97 (proposed) and were included in
the Report of the UNOS Liver and Intestine Committee for the November
1996 UNOS bol:ard meeting.

RESULTS

We assumed that a transplant center would close if the following
conditions exis;sted: 1. the volume of the center decreased to the point
where it performed fewer than 10 liver transplants per year, and 2. it was
not associated with a larger transplant program (ie. a children’s hospital
paired with a larger transplant program). We found that 12 livér
transplant programs would be in jeopardy of closing because of a lack of
volume. However, ten of those centers already performed fewer than 10
liver transplants in 1995 while the two others only performed 10-24
transplants.

The mix of small, medium, and larger transplant centers would remain
relatively similar between the two systems. The number of centers
performing fewer than 10 transplants per year would decrease by 50%.
There would be virtually no change in the composition of the remaining
transplant cenfters. However, the proportion of transplant centers
performing more than 25 transplants per year would increase from 549% of

i
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all centers 10 60%.

Finally, th&ire would not be a dramatic increase in the number of
transplants performed in the country’s largest transplant centers (centers
performing more than 100 transplants annually). In 1995, the largest
centers performed 1218 transplants and accounted for 31.1% of all liver
transplants. Under a medically based system those centers would perform
33.0% of all transplants for a total of 1293,

CONCLUSIONS,

Claims tha§ a needs based allocation system based upon wider sharing
of organs would adversely impact access to transplant programs are
unfounded based upon the UNOS data. Using our criteria, we find that 89
of the 101 hospitals performing liver transplants in 1995 would continue
1o remain viable and provide service to a broad cross-secton of the
country. Of the 12 centers in jeopardy of closing, only Z of those centers
performed more than 10 liver transplanfs in 19495, In total, the 12 at risk
transplant centers performed a total of 6’5 liver transplants in 1995,
accounting for 1.7% of the total for the country as a whole.

Geographit‘t:ally, the 12 centers serve patients in 10 locations. Of these,
six of the locations are in large metropolitan areas that include at least one,
larger, liver transplant center. Two of the other locations are within two
hours drivingg time of another transplant center and one other is within
three hours driving time of a larger center. The final location is more
remote and is approximately four o five hours driving time from the
nearest transplant centers.

+ The ULAM data has shown that a medically based allocation system is
much more eguitabia than the current system. The proposed system used



in our analysis! showed the lowest regional standard deviation in the ratio
of liver transp!lants to patients on the waiting list. Liver transplant
patients could also benefit from a higher quality of care that a needs based
system might provide. A relationship has shown to exist between
transplant center volume and patient survival. In 1995, 54% of the
nation’s transplant centers perfornied 25 or more procedures. Under the
medically based sharing system that percentage would increase to 60%.

The develépment of the nation’s liver transplant system has been an
ad-hoc procesl's. Hospitals have been able to open and operate liver
transplant centers by simply meeting the professional medical and staffing
requirements of UNOS. There has been no needs based planning. Asa
result, we have 2 transplant centers in a city of 200,000 that served only
16 patients in 1995, In a city of 500,000 individuals, 3 transplant centers
performed a combined total of only 31 transplants. In another region of
the country, a hospital is attempting to begin a liver transplant program
despite the fact that, less than 1 hour away, 4 transplant centers perform a
combined tOt;:ll of about 100 liver transplants per year. Clearly, very little
thought or planning has gone into our transplant system,

A system that allocates organs based upon medical necessity helps
correct this problem. A needs based system ensures that the most
medically deserving patients are given the highest priority when a
donated liver is found. By controlling the flow of resources in this manner
we can overcome the ad-hoc system that has developed throughout the
past decade a@nd move closer to a system that meets the health care
demands of tﬁe American public. Changing the liver allocation system will
not have the ;;'slciverse impact on “local access” that many have claimed.
Instead, needs based allocation will steer resources in the direction of
those regions, and those patients, where the nation’s health care system
can derive the greatest benefit.



TABLE 1
VOLUME UNDER PROPOSED SYSTEM
0-9 10-24 2549 50-99 100+

1995 VOLE{?@E
4-9 11 1
10-24 i9 3
25-49 5 21 4
50-99 & 12 1
100+ E 6

The left hai;d column represents the catagories of liver transplant
centers based upon 1995 volume. The top row shows the impact of the
proposed allocation system. For example, of the centers performing 25-49
wransplants in 1995, 5 would perform 10-24 transplants ander the
proposed system, 4 would perform 50-99 transplants, a:;d 21 would
remain in the same catagory. |

| TABLE 2
 LIVER TRANSPLANT CENTERS CATAGORIZED
BY VOLUME
CURRENT SYSTEM NEEDS BASED

0-9 '; 22 11
1024 24 25
25-49 30 30
5099 19 16
100+ | 6 7

TOTAL 101 89
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i EXECUTIVE SUMMARY

National Transplant Action Committee, (NTAC) is a publicly funded non-
profit initiative whose mission is to protect and advance the rights and
welfare of pa{i:fzn{s needing organ transplants and their family members.
We actively participate in legislative and governmental delibgration that
impact our constituents. Although the organization is relatively new, it’s
principles arzdidirectors have years of experience as representatives for
organ transplant patients. The organization has a rapidly growing
membership, |

NTAC supports the Secretary’s decision 10 hold hearings and t0
promulgate ruies on the issue of organ allocation. We believe that the
legisiative intent of the National Organ Transplant Act clearly places the
oversight of th'e Organ Procurement and Transplantation Network (OPTH)
on the shoulders of the Secretary. Despite mandating that the OPTN be a

“private norn- pruﬁt organization” the role of the private contractor is

narrowly defined in the legislation. Although the OPTN contractor has
argued that the issue before the Department is purely a *medical issue,” we
believe that the decision of who lives and dies through our national
transplant system is truly a public health issue.

Furthermore, despite a 3-yvear effort to develop a fair public policy on
liver allocation the OPTN contractor, the United Network for Organ Sharing
{UNOS), has been unable to do so. Instead, recent UNOS actions have
instilled tremendous hostility in the public, a lack of trust in the system '
and panic among waiting liver transplant candidates. Public trust is
paramount in our efforts 1 promote organ donation. We especially



condemn UNOS for its reoccuring attacks on the Department of Health and
Human Services and especially its most recent flagrant attempts to stifle
public criticism through this hearing process.

With respeét to the issue of liver allocation, NTAC supports a system
based upon medical necessity versus the current system of local priority.
We view the ai%ecation issue as a function of two variables: geography and
medical urgenfcy. We believe that the national allocation system should be
founded on medical urgency with the most critically ill patients having the
highest priorit}a Based upon the recent report of the UNGS Liver and

ntestine ’i‘ranépiant Committee to the UNOS board we believe that a
system based i.zpon medical necessity will maximize both utility and equity
within the C}P’fﬂ allocation system. We find UNOS statements regarding
the results of £heir computer modeling on this issue to be biased and
misleading. We feel that the UNOS Liver Allocation Madel ¢could be an
effective tool. ;However, the manner in which UNOS has utilized this ool is
intellectually c?ishonest.

We feel that a fair allocation system will help in efforts to promote
organ donation. For the past few years, UNOS has led an effort to promote
organ donatior;l through the “Coalition on Organ Donation.” Despite
spending millions of dollars the Coalition is unable to show any positive
results in incréasing organ donation rates. NTAC believes that the key t©
increasing organ donation is through enhanced professional education and
the developme;.nt of a system providing prompt referral of possible donors
to qualified prf)fessionals within the Organ Procurement Organizations,

:

The organ élllocat.ian debate and the management of the Organ

Procurement a;nd Transplantation Network by UNOS is a great concern 1o

+
H



NTAC. We believe that the actions of the OPTN contractor necessitate a
further examination of the National Organ Transplant Act and drastic
changes to ensure that the public interest in this arena of health care is
protected.

RULE MAKING AUTHORITY

In a letter to Assistant Secretary for Health Philip Lee, UNOS President
James Burdick, MD. strongly urged that the Department postpone these
liver allocation hearings and that HHS “Issue a public statement
reaffirming that both the Department and HRSA “strongly believe that the
complex scientific and clinical decisions surrounding these (liver allocation)
issues are best made by the ransplant community and, in particular, the
OPTN board of directors, as a representative body of this community.”

This is not the only time that UNOS has challenged the authority of HHS
to regulate the OPTN. UNOS filed an extensive complaint with the General
Acgcounting Office regarding many of the provisions of the HHS Request for
Proposals for the upcomng OPTN contract. Much of that complaint
centered around the authority of HHS 10 regulate and oversee the
operations of the OPTN and UNOS.

Not only is HHS oversight of the OPTN clearly the intent of the National
Organ Transplant Act, it is also critical to the interest of the public health.
42 U1.5.C. Section 274c¢ places the administration of the National Organ
Transplant Act under the jurisdiction of HHS. The law requires the
sSecretary 1o “maintain an identifiable administrative unit in the Public
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Health Service to adminster (the Act) and coordinate with the organ
procurement activities under title XVIII of the Social Security Act...”
Congressional reauthorization of the Act in 1990 résulted in important
statements about the OPTN and the role of the contractor, specifically
UNOS. Congréss amended the Act to reduce the minimum requirement
that must be met by an entity seeking 0 operate the OPTN. In doing 50, it
was the intent of Congress “to provide the Secretary with the opportunity
to seek out the best possible potential applicants for this critical role. This
change.,.reﬂiaci(s} deep concern on the part of the Committee in the
manner in which the OPTN has functioned.” (Senate Report 101-530, U>S>
Code Cong. and Adm. News, p. 4625). Congress also criticized the Secretary
for a lack of leadership, “The Committee hopes that the Secretary will take
a more personal interest in this important program and will be at the
forefront of its success.”

Although the Act grants limited authority over medical issues with the
OPTN, the legislative history is clear that the oversight of the OPTN is that
of the Public Health Service of HHS. The matching of donors and recipients
for organ transplantation involves key medical decisions that focus on
histocompatibliity and the scientific task of matching donors with possible
recipients. However, once that has been completed, and a list of possible |
recipients compiled, it then becomes a public policy question as to who on
that list should be given the first opportunity o receive a ransplant, who
will continue to wait for a transplant, and who will possibly die.

THE “ULAM” COMPUTER MODELING

Although NTAC views this matter as a public health issue, we also
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acknowledge tl;le complexities of liver allocation.
!

In an effort to examine the organ allocation issue, UNOS developed the
UNOS Liver Allocation Model - “ULAM,” This tool facilitates a rational
assessment of different allocation algorithms and on key outcome
measzzrememsi The ULAM modeling data makes it easy for any pubilic
policy maker, §egardiess of their medical training, to make informed
decisions amm:ig the various system options.

|

Despite thewsefulness of the ULAM data, NTAC feels that UNOS has
used this tool ;vit,h a bias toward maintaining the status quo. Also, the
manner in which UNOS has organized and reported the ULAM data has not
been caﬁsisten%, UNOS model runs report on certain outcome
measurements{ in one report and then on different measurements in later
computer runs. This makes it difficult to make comparisons between the
different allocation options.

We believe that there are key outcome variabies that should be the
focus of the public policy decision and the potential benefits of any given |
allocation Qpiii}n, Total life year measurements such as “guality adjusted .
life years” have been a standard wol used in the gverall formulation of
heaith care policy. As reported by Kaplan and Anderson (A General Health
Policy Model: Update and Applications; HSR: Health Services Research 23:2,
June 1988) life year measurements have been widely used in public policy
decisions including Food and Drug Administration evailuation of the
effectiveness of new products. The basic model involves the overall
evaluation of two comperting health care treatment options.

With respect to the ULAM cutputs, “total patient life years” and even
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“total pre and/post transplant deathis” can provide us with an appropriate
measurement of the overall benefits of the différent: allocation options.
However, in its: deliberations, UNOS has chosen to focus only on posk
ransplant results and has ignored the other part of the equation: the
outcome for t‘r:losé patients that do not receive transplants. Without _
consideration for the patient outcomes for both those who do and do not
receive organ jtransplants we cannot derive the overall health benefits that
accrue as a result of our policy decision.

In a recent report entitled “The Relative Risk of Mortality for UNOS
Status 3 Liver Recipients: A Comparison of the Risk Post-Transplant 1o the
Risk on the Wéx’tifzg List,” UNOS researcher Erick Edwards concludes: “there
is no net survival benefit of (Hiver transplantation) for Status 3 patients
within the first two years following transplantation.” The following table,
using rez::ezzfly; published UNOS data, illustrates the point at hand:

RELATIVE BENEFIT FROM TRANSFLANTATION

TWO YEARS POST-TRANSPLANT
survival < net benefit
with tx without tx in life years
: lyr 2yr I ve 2vyr
Status 1 patients 69.8% 65.5% -0~ -0- 1.353

Status 3 patients 80.7% 76.1% 80.7% 76.1% ~0-

UNOS has argued that the slight improvement in survival between
Status 1 and S;;ams 3 patients is significant. But, as one can easily see, the



net benefit from transplanting status 1 patients is substantially higher
than that of status 3 patients who are essentially receiving no benefit from
liver transplantation. '

With respect to the matter of equity, UNOS has given virtually no
consideration to this issue despite the fact that inequities in waiting times
is the heart of the allocation debate. Of the various outcome
measaremea{§ we believe that the ratio of transplants to individuals on
the waiting iis% is an appropriate marker to analyze the fairness of the
different aliocation options. Another appropriate measuring ool would be
an indicator ai:f those who die waiting for a wansplant on a region by region
basis.

t
s.

; ULAM RESULTS

Qver the course of this debate UNOS has modeled many different
allocation opt,irons. Based upon the results and our discussions above we
support those foptions that place greater priority on medical status as
opposed to geography. Based upon our analysis and review of the UNOS
Liver Committee report to the UNQS Board, we believe that the “Inpatient
First” policies and the “First Local National” policies show the best overall
results and that these options maximize both utility and equity. Qur
review of these options and a comparison with the current system is
included on the next page.

H



COMPARISON OF VARIQUS

LIVER ALLOCATION OPTIONS
TABLE 1
‘ CURRAENT POLICY FIRST LOCAL NATIONAL
TOTAL PATIENT LIFE YEARS 51,312 51,677
' TOTAL PHE & POSTTX DEATHS 6242 6105
TRANSPLANTSPATIENTS LISTED 35.25% PTS 6.26% PTS,
PER REGION (RANGE) * (H:6582% 13033 H-43.35% L2 37.00%)
WAITING TIME TO TX OR PRE TX
DEATH (RANGE) \
STATUS 1 ‘ 58-36DAYS . 26-18DAYS
STATUS 2 108-50DAYS 75-60DAYS
(SOURCE: ULAM MODELING! '
TABLE 2 +
CURRENT POLICY INPATIENT FIRST LOCAL
FIRST NATIONAL

TOTAL PATIENT LIFE YEARS 51,774 53381 53,600
TOTAL PHE & POST TX DEATHS 7055 6794 6731
AVG. WAITING TIME TO TX
STANDARD DEVIATION (REGIONAL) 2636 156 150
PERCENT DYING PRE-TX
STANDARD DEVIATION (REGIONAL 464 102 53 ,;

{SOURCE: CONSAD RESEARCH)



OTHER CONSIDERATIONS

H

There i}ave;been a number of other concerns expressed by UNOS we
believe that these concerns only serve to distract from the real issues,
Also, these UNQS concerns hold very litde if any foundation.

1. “Local use of organs promotes donation,” There is no documentation
supporting thiS claim. In fact, we believe that public trust in a fair system
is the cornerstone of organ donation.

2. “Greater-organ sharing will result in the closure of some centers and
will create an access problem for patients.” As the enclosed map |
illustrates, most transplant centers are clustered around large met;ropz:zlitzin
areas. We believe that greater sharing may result in consolidation within
the transplant community but that it will have no impacton access. In
fact, we believé that it may improve access.

3. “Transplanting the sickest patients first is a poor use of donor
organs.” As illustrated above, status 1 patients derive the greatest benefit
from transplahtatiop. We point out that every system that was modeled
using the ULAM tool began with transplanting local status 1 patients as the
highest priority. The message from competing transplant centers is that
status 1 patients are indeed the most important patients to transplant ... -
unless they ar@a in another part of the country. :

ALLOCATION AND MEDICAID :

An importtant issue that has been raised is the impact that greater
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l
sharing will have on the Medicaid population. NTAC President Craig Irwin
serves on the Oregon Medicaid Transplant Criteria Committee and has

devoted a great deal of time (0 improving access to transplantation for the
Medicaid population.

There is no federal law mandating that states cover any organ
transplants under their Medicaid programs. When states do cover organ
transplants, often they require that beneficiaries use in-state facilities if
they are available and if they are capable of providing the needed
services. There are also options for rare cases. If coverage exists, but
there are no in-state programs, then the state negotiates with a transplant
facility in another state for the provided services. The rate of payment is
based upon the reimbursement rate in the beneficiary’s home state or the
reimbursement is negotiated. There is tremendous latitude. In any event,
whenever a Medicaid beneficiary requires services in an out-of-
state facility, federal regulations mandate that the beneficiaries
home state provide reimbursement for travel, accomodations for
the patient, as well as for a necessary “caretaker/companion.”

Based upon the federal regulations, and the options that are available to
states and beneficiaries, NTAC strongly believes that any consclidation that
results from greater liver sharing will not impact the ability of Medicaid
beneficiaries to access liver transplant centers, Even if in state facilities
are eliminated due to consolidation, then the states must make the
appropriate arrangements to provide care with an out of state facility as
well as assist m the transportation and accomodations of the patient.

i
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RECOMMENDATIONS

£
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We believe that the Secretary should proceed to publish final liver
allocation rules, We further believe that it is in the best interst of the
American public to have a system of liver allocation based upon medical
necessity as opposed to geographic priority. It is apparent that status 1
patients who receive liver transplants do derive the greatest net benefits
from the procedure. By combining these features into our allocation
system NTAC believes that utility and equity will both be maximized.

We have offered the following proposal based upon our review of the
Liver Committee report to the UNOS board of directors as well as our own
assessment of the ULAM data.
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| NATIONAL TRANSPLANT ACTION COMMITTEE
PROPOSAL FOR
THE ALLOCATION OF LIVERS FOR
ORGAN TRANSPLANTATION
.
1. i.ivezé should be allocated based upon the medical status of the patients. All
patients within a given heaith status should be eligible for a donated liver before

patients in a lower priority status.

2. “f‘he aiiacaﬁaz;z order should be as follows:

LOCAL REGIONAL NATIONAL
STATUS 1 1 2 3
STATUS 2 4 5 8

STATUS 3 7 8 9

3. NTAC suppois two suitable options for defining geographic boundaries:
a. local = local OPO service area regional = UNOS region

b. local = 500 mile radius from donor regional = 1000 mile radius

1

4. Criteria should be developed for defining the patient statuses from 1-3. For
example, patients who are currently listed in Status & but who exhibit esophageal
varicies or, patients with small intra-hepatic lumors may deserve higher g}mnt‘g status
on the waiting list. The goeal of the criteria shoudd be 10 increase use of clinical factors
to determine priority on the waiting fist instead of patient location {ie. at home, in
hospital, etc...). The OPTN should monitor transplant centers for compliance.

5. Transplant center performance standards should be established based upon patient
mix and patient mortality. Centers that fall to meet the performance standards should
be placed on probabation subject to efimination from the network if they fail to meet the
established standards. _
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OPTNSR 1995 Annual Report Patient Survivel--Liver

Table 31
Patient Survival Rates at Three Months and at One, Twe, Three, and Five Years
: October 1987 through December 19%4

‘ Liver Transplants
3 Month | Year 2 Year 3 ¥Yeur 5 Year
Survival Survival Survival Survival Survival
Center Volume N
Std. Std. Std, Bd. Std.
L7 Err. Yo Err, %% Err. Y Eor. % Brr.
.23 32 322 0.6 16,4 07 73,1 (LK 704 1} 63,6 1.4
24.45 isus R34 1.6 202 A 6.2 07 73.5 0.8 67.6 1.1
| 4692 3893 831 6.5 £1.} 0.6 801 0.7 781 0.7 73.7 0.9
| 93.159 5161 BRE] 06 | #2400 071 VI8 OB 753 081 6] 1.0
16+ 3590 387 4.6 6.1 4.7 76.1 38 2.5 0.9 66,5 1.2
Linknown 1864 n.e. n.e. ne. a.c. SRS .. n.c. n.c. nL. | e
Overall 119964 KR I 6.3 ]l 800 3.3 3.6 3.3 O8.8 0.4
; 3 Month | ! Year 2 Year 3 Year 5 Year
Primary N Survival Survival Survival Survival Survival
Diagnosis T ftd Std. Std, Sed. Sad.
Y% Err. %% Frr. %% Err. % Err. 24 Err.
SP“‘C’?"‘“““C 0377 ] 860 oa) 798] 04l 758! 0S| mo 05! s66 06
irrhosis
Cholestatic Liver 1 < 04 |y 2951 g5 854| 06 831 67 810] 07] 776 039
Discases Curhosis
Biliary Atresia 1874 || 844 094 812 180 803 .00 788 103 7381 12
; — B ZM"ML m—c—e T B SRR 12 T T Ty < B [ T L ot 1 St I
l’;f‘,’"““““‘ Liver 0 yqyg l 958 | 120l 908 I3 a8 03 Ters 1A eas | 15
-Failure - .. - o e R S N - P S
Metabolic A voszy ge7| 1l sxii o1zl so2| w3 87 14] 620 1S
Discase .
ialignant :
Neoplasras | T80 86.4 1.3 66,3 1.8 hii% 20 421 k5! 138 2.3
Other sat il 8431 1310 13| 151 1561 16§ T32i 1&gl 7| 1w
Unkaown 187 ng. na. .G, n. n.c. n.a. n.c. n.c. e | na
Gveeall 1 19960 || 8581 o031 80.0| o3| 763 | 03 736 03| 88| ca

Spurce: UINOS Scientific Registry duts as of September 7, 1996,
Notes:  The sarvival rates were computed using the Kaplan-Moler method (see Notes on Graft and Pavent
Survivall
x denoies the aumber of ransplants for which o survival tmie could be determined.
FERA deantes not determined due 1o hssafficient sample sive.
- denotes Bone N calegory.
"4 denoigs not calculamd for the Unsknown catégorics.
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Patient Survival-Liver

§

Table 31

Patient Survival Rates at Three Months and at One, Tweo, Three, and Five Years

QOctobser 1987 through December 1954

Liver Transplants

? mw re—y wamm——

o g 3 Month ] Year 2 Year 3 Year § Year
Waiting List : Survival Survival Survival Survival Survival
Status at . ii N
Transplant* i St Std. S, S;fd,

%% Err. % . Ve Err, % Err.
“ .. 1886 | 1621 10 69| 11| 680 12 64| 13 ‘_
2 2262 % 98 a7y L.t 4.9 7 1.4 7346 2 nd. | nd
3 4611 Q1.3 0.4 BG.2 {65 855 45 826 a8 ngd i o
4 258 936 1.5 80,7 iy 836 2.5 820 2. ned 1 ond
Unkaown 1271 n.c. n.c, n.c. n.c. n.c. n.c. g, ne. we, | mc
-
Owerall B 7.6 MG} §2.2 0.4 $ | 78.5 0.5 75,6 .5 nd | ond |

¢ Data are for 19921984 only. Curront medical orgency stafus podes for Hiver allocation are:
§ICU bound, sxpected to Jive less than 7 days without & trangplun?, and meeting at least one of 2 specific et
of other sriteria {see UUNGE policles,
2 Hospualized in an acute cure bed for a1 least § days or intensive care bouad,
4 Reguires conlinuous sare,
4  Athome,
1)

\

Source: UNOS Scientific Rogiwry dats 25 of Seplember 7, 1996,
Nows:  The survival rles were computed using the Kaplan-Meier method [see Notes on (‘ raft and Patient

Survivall ,
N denoies the nurnber of transplants for which a survival time tould be determined.
s.d. denotes not determined due o msufficient sample size.

- denotes none in categery,

n.c,

H
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denotes not calculated for the Unknown categories.
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g he UMGE “What's Going On”
f and “Who's Going Where”
columns are your columns ra

| ccll other QPOQs, wangplas

- 1 N

Membership Yotal
As of November 13, 1990, UNOS mem-
bership inchided the fellowing:

§ programs, ]};5[(}&.()2}1?2(;1’)[;.?‘{ f 251 (arzsphm {mea:?
tabaraznries and nther trans- 54“ If&u:;?{?i‘;é{ﬁtﬁm {:}fg.sﬁ Procuremenr
phant-rehated organizaion Orgardeation
wvnnt news, acivides, resaurce materiak 55 Indepeadent Histocompasibility
and stafl changes you would like w publi- _Laborasarics___ B
cire Please senad nformuation 1o Ysther -y T enerat Tublic AMe mhus\)
Benenson, Edisor, UNOS, RO Box 13770, 127 " Voluntdry Mealth Orpanizations

Richmond, VA 23225, .

New Members
The UNOS board of direcears approved
the following facilities for UNQOS membership: i‘

Tt b,

Transplant Center

Seorrsdale Memorial Hospinal Chhorn
Seotzdale, Az ’
Nadney——Arnald Serota, MDD, disecror

Transplant Programs

University of Massachusetss Medieal Center
Worcester, Mass.

LiverwWitliam Mevers, M.TY, direcrar

Shands Flospaal at the University of
Flovida

Lominesville, Fla

Hewr-lung—dward Saples, ML, and
Barry Rertolen, M1, dizectors

Wesichester Couney Medical Cenver
Valhalla, N.Y.
Liverm]antes Dipes, MY, disscrorn

QPO
LifeCeater Nosthwest
Spande, Wik,

Histocompatibility Loborotory
University of Texas Southwesrern '
Histocampatibility Laboratory
I2aHas, Tuxas ‘
Perer Staseny, MDD, direcios |

Gengrol Public Membership
Preborsh Surkes, RN Aurors, HL
Mary Ann Lunde. Miami, Fa

29 Medical Professional/Scientific
Oirgpasizations
4 Comaortia

i

o T

Rve .
Toal mombers

443

Note: Of the 281 transplant conters, 14
ave an-house OPOg and 161 have in-
house histocampatibilisy laboratories.

Of the 281 medical insdrutions in the
Usited States operating an ongan seamsplary
progeam, thess are: s

5% Kedney Treasphun Programs

120 Panceeas Transplant Progrome

120 Liver Tansplan Progrems

166 Heare Transplant Proprann

49 Heart-Lung Transplant Programs

Y4 Lung Transpiant Progeams

27 Intestinal Organ Traseplant
Programs

15 Panereas lin Thunplant Prograas

Donor Astronauts

Tammy feenigan and Tom Jonet have
became the frst astronzuls s sign doror
cardy in space on a shattle mission. The
avtronaus, crew menibers of the §TS-80
Columbia shuttle mission, sigined the cards
December 2 1o diaw steemion w the angn-
ing argan and tissuc shortage in the U8

The idea odiginated wich Anne
Confurti, RN, COVC a clinical mrans-
plant cvordinmrer at Transbife Organ,
Tissue & Teasplant Service by woaml
Florida, The event, which twok nearly two
years o fimplerent afer going shrough
lengrhy approval steps ac NABA, represents
a colluborutive effort becween Translife,
INASA and the Division of Transplantatios.

Organ donor cands are c,i;rrcn*i}’ avail-

ahls to visitars 2t NASA fclines aeruss e

nation. Videos arsd sitl} phows of the event,
as well as commemorative organ donor

G

0O N

carcls thar were signed in space, will be
avaitable, Far meore informarnin, contan
Haghy Driscoll ur {407} 8979360

Anti-rejection Drugs

RangStn Medical Corporation
anpounced promising results for vwo of its
anti-rejection drugs, generic cvelosporiie
and thymoglobulin, which rhey plar 1o
market pending FDA approval,

After own rriaks, the company’s formuts
tion of ¢yclosporine hus been shown inbe
bivequivalent o Sandors drug, 3 key pre-
requinhe for PDA appreval s 2 generie, 1
approveed, Bl L
te manufaciute the drog for SaogStac

A Phase 1 rial of thymoglobulin, an
ansi-thymocyte poiyclonal antibady prepa-
radion derived from rabbisn, showed it  be
more effecdve thar ATGAM, a virsilar drug
durived from horses, in reversing actite gid-
sey rejection, Call (413) 3280308, exy,
131, for addidonal informuuon.

Hy and Company bas agreed

Coroners und Donotion

The Californiz General Assosably
recently passed a bill 1o facilisare donacion
ameng earoners cnes. The legisladan,
sponsored by Assemblyman Brew
Geantund, of Yucaipa, Calif.. would requise
OFOs 1o develop a specific protocn)
deteznine how vrgans can be removed
without disiurbing other bady purts needed
forr svidence daring suopsy. T would sbse
reguire that coroenens previde o explue-
dort us to why permission o denate was
Jenied,

The legisiagion was initiased through the
advocaew efforts of Ron Ranus of Redlands,
Calif,, whese request 10 allow his dangheet
ro Became an orgas doner was refused by
the lacal coroner Ranes argued th g
sees refase to stlew donmions o ogour o
of fear and misconceptions dhar the proce-
dure will hamper accident and criminal
vestigations,

Aecording to the bilfs supportee, the
measere by intended o strongly encourage,
but not force, caroners o develap pratucals
that fagilitace donation. Supporters heliove
the tall will help boost the sepply of organs
and serengthen esoperatn beoween OPCh
and poreners. For more information, cll
{509 793.9657.


http:sn�S!.It
http:Tr.Ulspl;).fI
http:uanspl.ml

D Chrfstepher C Jennmgs
’ Deputy Assistant to the President for Health Policy
216 Qld Executive Office Building
" ‘ - Washington, DC 20502
phone: (202) 456-5560
fax: (202) 456-5857

: Facsimile Transmission Cover Sheet

To: (athus Mays
Fax Number: O(o?@f | :

E Telephone Number: &@S-lg -

Pages (Including Cover): 9‘

Comments: _"1Br" Yo/ fmail o W\ :
Names & ahawf-aa‘(:—f&e ‘Fﬁ%gf

%QM lg l'z 2,0 Momhw m*j “’LmeZ’I/

0700 4$1100 FLIHS T lTesserZOREE  TZ:ITT IB/Fls¥0


http:3J.IH.lI
http:l~uk<-51.Ll

@ Vanderbilt University Medical Center

Wiee-Chaseolior Hr Realth AMirs 'B-3300 Mesical Centar Noxth
Nashvitle, TN 270322104
{6i%: 323. 3151

Aprii 10, 19971;

MEMORANDUM

TO: CHRIS JENNINGS, SARA BIANCHI, AND [RENE YEH
FROM: I{%&RXLW YAGER

RE; - E.WER ALLOCATION MEETING ON MONDAY

L'just wanted to reconfirm the time, location, and attendess for the liver allocation
meerting. We will be coming on Monday, April 14 at 1:00pm to rpom 216 OEQB.
The attendees are the individuals listed below {1 understand that you have
everyone's clearance information).

ATTENDEES: Watson Bell, Lawyer and Patient Advocate, Arkarisas
i Dr. Doug Hante, University of Cincinnati

Apri) Burke, (Lewis-Burke Associates) University of Cincinpati
Dr. Steve Bynon, University of Alabama-Birmingham
Bill Croker, University of Alabame-Birmingharn
Dr. Prabhakar Baliga, University of South Carolina
Martha Kendrick (Parton Boggs) University of South Carolina

. Dr. Wright Pinson, Vanderbilt Umversity Medical Center

' Marilyn Yager, Vanderbilt University Medical Center

{SSUES: Without further guidance from you we pla:z proceed with the following agenda:

I. Who we represent (at least 80 rtgmt;z} mid-size transplant centers)

i Why we think we gre strong on issues like quality, access {particularly
, ascess for Medicaid patients, po pay patients, minority patients, and rural -
. patients), and encouraging greater organ donation.
!

L'  Why we belicve the current UNOS decision making process (with all its
 faultsy should continue, including allowing UNOS w continue to make

liver allocation decisions,

NOTE: Please let me know if we have missed the purpose of the meeting, or if you need
our response on other isgues. :

T T T T T ginow SLiHa 1gseperzos®  TZIT LE4PT/TO



