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Representative Henry A, Waxman (D-CA-29)

| and Representative John D. Dingell (D-MI-16)
Senator Edward M. Kennedy (I)&?A}

and Representative Joseph M. Moakley (D-MA-9)

Representative Mike Doyle (D-PA-18) '
Representative Phil English (R-PA-21)
Representative Martin Frost (D-TX-24)
Representative James C, Greenwood (R-PA-8)
Representative Frank Mascara (D-PA-20)
Representative John P. Murtha (D-PA-12)
Representative William JJ, Coyne (D-PA-14)
Representative Alan B. Mollohan (D-WV.1)
Senator John D, Rockefeller IV (D-WV)
Senator Rick Santorum (R-PA)
Senator Arlen Specter (R-PA)
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Congress of the Vnited States
FBouse of Bepregentatites
Wmbingi, BL. X515

| Bemsay 13, 1997

The Hoporsble Donna E. Shalala
Secretary of Health and Humon Sexvices
Department of Heaht and Human Sexvices
200 kedepepdees Avenoe, W,
Washingtoo, D.C. 20202

‘We want 0 cormnrxd vor, and he Adrmmistration, for the appeoack yoo Tove taken
recently toward implemerting a resional policy for allocation of bosan crgans that is consisrent
with the requiretnents and poals of the Neticual Osgan Transplat Act of 1984, Thepublic
meetings convened by the Deprrtiment of Healih and Human Services Iast meoth poovided am
mal kawwgmmdﬁmmkﬁcm&

Mmmmammm&ﬁxﬁmmm
mgrmqﬂmmm@mmwmmwmm However, e sistrte s
clearty provides the Secretary of Heaith 2l o Sexviezs with the authority 1o ase an
appropriate poblic process, kcluding Mieaking, 1 SOCIE CORSEOsTTs ey patiants aod
Exmmilies, phrysicoms and tramsplant conters, orpee procurement organizations, the rational
oetwark, axd others directdy affectad by this poliey znd to ensore wrdfonm gnd equitsbic
endforcemment, wiich protects the inferests of the pubiic, across the oowetsy,  Your pediie meetings
ma&ﬁmmmwmmmmmpﬁ&mmmm
avaitability of organs 1o patizats whose ves depend e it

Wi urge you 1o proceed towind conrlusion of this process as expeditiously g5 possible,

Wmmmmmoﬁmmmmwmm
nngs&mmnanon of the public’ smwngbxmbcm
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) Pebruary 26, 1997
The Honorable Donna E. Shalals
Secretary of Health and Human Services
%:garmwm of Healtis and Human Services
Independencs Avepue, S.W.

Washington, DC 20202

Dear Secretary Shalala,

We commend yop and the Administration for your recent approach toward ensunng 2
national policy for allocation of human organs that is consistent with the m%u:zmxs and goals of
the National Organ Transplant Act of 1984, The meetings conpvened by the Department of
Health and Human Services in December gave & brosd spectrum of interested partios an effective
opportunity to pamgm in the process of sefting this critically important policy.

The Act envisions strong public input and a leadership role for the National Organ
Procurement and Transplantation Network conteactor. However, the statute aiso clwfy gives tha
Secretary of Health and Hursan Services the authority 1o use an appﬂ:gizts public process,
including rulsmaking, to ensure uniform and equitable spplication of the policy and protect the
intezests of the public,

While it is difficult to secure consensus among patients, farnilies, physicians, transplant
centers, organ procurement erganteations, the OPTN and others dirccily affected by this polivy, we
must all work together to develop the best policy and protect the best inteests of the public, Your
public meetings wre & firs! step in assuring that the national policy will accomplish its most
umportant ohjective - availability of organs to patients whose lives depend on it

We urge you to proceed toward conclusion of this process as expaditious]y as possible,
keeping in mind both the importance of the national astwotk in policy development and the
effective implementation of the public's need and right to be involved and protected.

. We appreciate your fine work and look forward to working with you in the future on this
issue, ,

Sincerely,

)

Edward M. Kenoedy

!

|
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December 13, ?29?6
1
The Heporable Philip R. Lee, MDD
Assistant Secreatyy for Health
U.S. Department Of Health and Huinar Services
200 Imicpmdmce Avenue, SW -.
Washington, D.C. 20201 oot

Dear Dr. Lee: i

I am writing rQT&xpress ny concerns regarding recent changes iu the medical criteria for liver
allocation as passed by the United Nerwork for Organ Shang (UNOS) which are due t¢ take
effect January 20, 1997,

While { am enc?eurag:d by the oppa;'mniry for public comment this week, { am astpnished that
the U.5. Deparnment of Health and Hunan Services has not exercised s requisite avthority
over liver allocation to date. [t is vital for the ULS, Department of Health and Human Services
1o not ¢oly sef proper muidelines for UNQS, but o mtc:}szfy it supervision and review of such
z federal centractor,

f

Clearly, any federal contractor should not be in the position of suley determining federal
policy. let alone policy of such magnitude. I s my belief that our naition’s liver allocation
policy should prc»pcriy be arrived at by the U.S. Deparmnent of Health and Human Services

afier receiving substantial public comment.
i

It is my understanding that the U.S. Deparument of Health and Human Services is expected to
issue a long overdue allocation mie in carly Fobruary of 1997, It is my hope that this rule will
concentrale on saving as many patient Jives as possible and use patient needs as the standand
for a national liver allocation policy that should bring a new measure of fakrness and equity t©
the allocation process.

Thank you in advance for your antention 1o this most important mater, -
i
Sineerely, ;

Jis T3

Mike Dovie
Member of Congrcss
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The Honorable ?h?ﬁp R Lee, MDD, rrrys e
Assistant Secretary for Health

1.8, Department of Health and Human Services
200 Independence Avenus, S.W.
Washington, DC 20201

Dear Dr, Lee, _’ ) L

1 wanted 1o contact you to share my views on the ixsue of medical criteris for liver
allogation, lrealize the deadline for comrment was December 13, however, | was unable to
address this issue until now. I hope you will accept my views however sutdated.

AS you know, recent changes in the medical criteria for liver allovation passed by the
United Network for Organ Shering (UNOSY, the governnent transplant contractor, have
intensified the national debate over o whom a scarce mational resouree should be given and who
should determine the policy. 1 belizve that patient needs and benefit should be the standards for a
national aliocation policy. Patients who ave eriticaliy ill in need of 2 ransplant pray the policy
will work for;ﬁx:m.

The National Organ Transphant Act of 1984 (NOTA) stated the intention of Congress to
create a naaorzai list and pational sysiam (o easure equity and faimess for the patdents of America
) needing o:gan transplants. The legislative history at the time the law was passed, 2 General
Notice from ﬁm Trepartment in the December 18, 1989, Federal Register, the Notice of Proposed
Rulemaking'in the September 8, 1994, Federal Register, and the various House and Senate
NOTA Reauthonzamn pills specifically or implicitly refer to the regulatory and oversight role
of the I}epa:nnem of Health and Human Services over transplantation policy,

I support the public-private partnership between the federal government and the
professionai transplant community set forth in NOTA as the sppropriste nxechanism for

developing transplant peticy.

N
A .

The Board of UNOS recently provided its eollective judgement en the medical criteria for
allocation, I agree with the plan of the Department of Health and Human Services to conduet
public hearings ard to issie an allecation rule incomperating these medical ¢cxiteria according to

- the Department’s view of what would must bepefit the patiems of America.
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Turge t}Ec Depactment to select an aliocation policy that will save a5 many patient lives as
possible, equalizing their waiting times, and transplant sicker patients before less il patients.
Thank you for your consideration of these views.

Sincerely, -

Phil English
Member of Congress
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Congress of the Enited States flriei-podondly
% Pouse of Bepregemtatives
| Saspington, BE 20515
March 13, 1997
The Honorsble Donna Shalsla
Secretary .
%m of Health and Hurman Services
Ave., S W.
W&hmgtan D.C. 20201
i i - -
1 am writing to youl to exercise your authority to esiablish an exquitable '
national system for the ion and distribution of human organs for transplantation

which will best serve this nation’s citizens, based on medical necessity.

As 1 umderstand it, the current allocation y, established by ihe HHS
confractor, United Network for Organ Sharing 08) gives primacy o location
regionally and then finally pationally. ” This policy does pot guaraniee that the pati
with the greatest medical need receive organs. Instead, an individual who is in less
need may receive an organ, while others, in more dire medical need, wait, simply
bmseﬁfgwgrapb?-

Aowrdmgwarmimofamdwm&c Cleveland Plain D
Mmmimm&rakvam&maanmyfmmas}smwmmm
days, depending on whick transplant center waiting list 2 patent is on. mms
to run contrary to the mandate in the Nationa! Organ Transplant Act of 1984
directed that a system be established to assure that all citizens have exuial access to
transplantz, regardiess of where they live or where they choose to be transplanted.

Of equal concern are the nation's sexrvicemen and velerans. Active servicemen
are limited 10 San Antonio, Texas and Washington D.C. for transplants. Veterans
are limited to Portland, Oregon and Pittsburgh, Pennsylvania for
Bmmofthcmmngapkzzbasﬁésm theymthusswmiydmadwmtagcd
in their wajting times.

H
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mwmmwtawmmmmmm&k
sharing of livers, with as equitable distribution of waiting times as possible. The
organ aliocation system should ssrve the neads of patients tather than the dictates of

geography.
Sincerely,
’Y"\m.\gnc"
MARTIN FROST
Member of Congress
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The Honorabia Phuhp R. Lee, M.D.

Asgistant Secretary for Health

U.8, Department of Health and Human Services
206 Independence Avenue, SW

Washington, DC 20201

L

Dear Dr. Le;é:
As a Member of the Pennsyivania Congressional delegation, I join with many of my colieagues
who have already expressed their views with you regarding recerst changes in the medical critenz
for Liver allocation. I realize the deadiine for comment was December 13, and hope that you wuli
accept my views however outdated.

z
I am concame’d with the recent changes in the medical criteris for liver alfocation passed by the
United Network for Organ Sharing (UNOS). While the UNOS Board has submitted s plan, it is
the Department of Health and Human Services which should set organ allocation policy. That
policy should serve the interests and needs of the patients first. 1 urge the Department of Health
and Human Services to exercise its role as the proper federal authority to set {iver allocation
policy over that of a private contractor.

i
The policy should be one that saves the moss Bves, most effectively equalizes waiting times for
prgans, and transplants sicker patients before less if] patients. Given that Pennsylvania is home
to several notable transplant centers, | strongly urge the Department 1o select an allocation policy
acoordingly. i
Thank you for your consideration of these views, Please keep me apprised of your intentions, as
I have many constituents whose lives are riding on your decision 1o improve upon the “new”
allocation process.

j ' Sincerely,

M 6/*%4

Jim Greenwood
Member of Congress
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' December 12, 1996
B L
Philip R, Lee, M.I} :
Assistant Secretary For Health
Health and Humen Services
Hubest H, Humphrey Building
" 200 Independence Avenue S.W.

Washington, D.C. 2020
Dear Doctor Leg: .

As 2 Member of the Pennsylvania Congressional delegation, Y wish to share roy views
with you regarding an issue of the greatest 1mpﬁnmwe 10 the University of Pittsburgh Medical
Center.

Recent changes in the medical criteris ﬁ)r fiver allocstion passed by the United Matwark
for Organ Sharing (UNQS), the government transplant contracior, have intensified the national
debate over to whom & scarce pationsd resource should be given and who should determine the
policy. I believe that patients needs and benefit should be the standards for a nationsl pligestion’
policy. Patiénts who are critically ill and in need of 8 transplant certainly pray the poficy will
work for ;.hem x

The Na‘tz{mal Qrgan Transplant Act of 1984 (NOTA) (Public Law §3-507) stassd the
inteation of G ongress 10 create s national list and national system to ensure equity and Siimess
for the panen{s of America needing organ transpiants. The Jegislative history at the tine the law -
was passed; a General Notice from the Depatiment in the December 18, 1989 Federal Register,
and Notice of Rule Propesed Rulemaking in the September 18, 1994 Foderal Register, and the
various House and Senate NOTA rezuthosization bills speczﬁcal&y or implictly refer 1o the
regulatory zmd oversight roles of the Department of Health and Human Services over
wranspl antamn policy.

i 5uppcrt the puld xc-pavate partnership between the Federal governmens and the
professional transplant community set forth in NOTA as the appropriate mechznism for
developing transplant policy.

ey
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The Board of UNQS recently provided its collective judgment on the medical critesia for
allocation. 1 agree with the plan of the Department of Health and Human Services to conduct

public hearings and 1o issue an allocation rule incorporating these medical criteria sccosiliag to
- the Depariment’s view of what would benefit the patients of &mm

Tuige the Department to select 2o allocation policy which will seve as many paticats ag
possible, equa!mc their waiting times, and transplant gicker pancms before less ili patieats,
Thask you for yeur mm&mt&m of my views,

"{erytmly T8,

i Frank Mascars
; . i Mensber of Congress

FM:bmd ’ . i
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‘! Congress of the Hnited States
Bouse of Representatives
Rnshington, BL 20515-3812
December 13, 1996

The Honorable Philip R, Lee, M I3,

Assistant Secretary for Health

U.S. Department Of Health and Human Services
200 Independence Ave SW

Washington, D.C. 20201

Dear Tir, Log;

I am writing out of concern over the recent changes made in the criteria for liver transplamt
allocation by the United Netwaork for Organ Sharing (UNOS) and the anticipated issuance of an
allocation rule by the Department of Health and Human Services early next year.

While the UNQS Board has submitted its plan, it is the Department of Health and Human Services
who should set organ sllocation policy, That policy should serve the interests and needs of the
patients first. 1 therefore urge the Department of Health and Human Services to exercise its role as
the proper federal authority to set liver allocation policy over that of a private contractor. The policy
should be one thiat saves the most Jives, most effectively equalizes waiting times for transplants and
allocates organs according to level of medical urgency of the patient’s need for a transplant.

Thank you for your consideration in this matter.

Sincerely,

IPM:dt
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flecember 12, 1996

|
The Henorable Philip R. Lee, M.D.
Assistant Secretary for Health
U.S. Department of Health and Human Services
200 Independence Avenue, SW,
Washington, I}{C, 20201 . . -
| ..
Dear Dr. Lee: {

‘T wish to share my views with you regarding an issue of great importance. Recent
changes in the medical criteria for liver allocation passed by the United Network for Organ
Sharing (LINOS), the government transplant contractor, have intensified the national debate over

- to whom a scarce national resource should be given and who should determine the allocation

policy. | believe that patient needs and benefit should be of paramount concern in ouwr country’s
argan allocation policy,

The National! Organ Transpiant Act of 1984 (NGTA)P L. 93-507) set forth the intenticn
of the Congress 1o create a national system 1o enswre equity and faimess for the patients of
America needing organ transplants. The legislative history at the time the law was passed,
including a (:cnerai Notice from the Department in the December 18, 1989 Federel Register, the
Naotice of Propz}szzé Rulemaking in the September 8, 1994 Federal Register, and the various
House and Senate NOTA Reauthorization bills specifically or implicitly refer to the regulatory
and oversight roles of the Department of Health and Human Services over transplantation policy.

I support the public-private parmership between the federal government and the
professional transplant comumunity set forth in NOTA as the appropriate mechanism for
developing transplant policy. Further, I agree with the Department of Health and Human
Services’ plan zo conduct public hearings and then to issue an allocation regulation that
incorporates !.}"NOS medical criteria for allocation along with the Dcpar{ment § view of whm
will most beneﬁt the patients of Amenca,

i

§
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The Honorable Philip R. Lee, M.D.
December 12, 1996
Page Two

H
:

i
i

[ strongly urge the Department 1o select an allocation policy that will save as many

patient lives as possible, equalize their waiting times for organs, and transplant sicker patients
before fess ill patients. Thank you for your consideration of these views.

With all bost wishes, I am

: Sincerely,
!

" William J. Coyne

Member of Congress
WIC:ar 5
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Secyelary
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Washington, PC 320301

Doaayr Secrmtary Sholisla:

. I want to take this cpportunity Lo pxpress ny congern wilh
cha policy recently adepred by the Undted Network for Organ
Shaxing {UNGE) xaguding nationel liver silocation. A% & member
of the Yause Yetevznz Affairs Appropriaticas Bubcommdttes, © an
parcicularly concarnad with hov thiae pelicy affects Vetarans.

As you may Xnow, veterans are particularly cred by the
guxrent policy, as thoge in pewd of & livar transplant are
limitad 2 only two txamsplasnt facilitiem, ome located in
Flttebazgh, Pennaylvania and the gthar in Portland, Oregoea. Thay
have no ather opticss. With the proliferation =f moyse than 100
swall, ragional transplant cznbers, this means that share are
fewer organy availanje for Vaterans in need of rraneplants., Maoy
Vetepans are ampny the eicskest patiantz, and uwnder the gurrent
MU polioy, many Vetorans will needlessly continue to dim while
walting for & liver.

In 1984, Comgsoss passed the Hatiopmal Organ Trassplant Act
{NOTA! in order Lo coreate o ppsiopsl llst and pational system
that vas fair and eguitable to those in nged of vryan
transplantes. Under NOTA, the Departpent of Health and MNuman
Seyvices wad Rz have an inugral rale in develeping a oatienal
LTRANEPIASE policy as wAll as corzesponding regulsvioms,

Tha presast UNOS policy i unfalr and mimdirscted and
cohsuguently ahould be reexmmined, 1The policy places gegional
and local iptarasts owver the ngads of the navicn'g sick. Vor

- .. thexs gespons, I urfe the Dapartmont of Realth and Numan Servicas
to iszus fingl ruls on livar alleuatios incorporating Chae mestical
griteria established by the Orygan Procuyemant and Trapsplantation
Kevwork {(OFIN.

An ,&nccatim,gazie that srphagizesn savisg patlents’ lives
by agualizing patient waiting times, and allowing slicker patients

e —
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The Honorable Domus 5. Shalale
Maren 17, 1997
Page 2
to mcai.w E lance befors less 411 patients, is IZar supsrior

to & policy based wolely on geogzaphic cepsidazations,

hank you for your attostien To this mavter, and glmn de
not husicate to gontact me if X ean provide addaicions
informacien in this regard,

(

Al 8. Molichan
aEML el g



MR 13 T97 12119 FR TO 96375910 P.A2A2

JOMN D, ROCKEFELLER IV
WEST YININA

| Rnited States Senate

WASHINGYON, DU 206104882

March 12, 1997

e R

As ranking minority member of the Subkommirtes on Health Care of the Senste
Finance Commitice and the Senate Veterans Affairs Committee, | am writing in support of
your decision to conduct a review of our current policy governing the allacation of human
organs m:dcf the National Organ Transplamt Act (NOTA) of 1984,

The 1984 Transplant Act recognized uniform federal regulation was the best way to

" eliminate the potential for bias and favoritism in the allocation of scares life saving organs.
To that end, nationsl policy is supposed to ensure equal access to ansplants 10 all citizens of
similar health status, regardiess of where they live. The current geographic based allacation
syswem does not appear o meet thar test As | understand it, the median waiting time for
Hiver transplants can vary from as few as 1§ 1o as meny as 648 days, depending on which
transplant waiting list a patient is on. Some difference in waiting periods based on location is
probably unavoidable, bint a disparity of this magnitude obviously raises basic questions of
fundamental fairpess,

Me:covs:r. sinee veteraos are currently limited 1o only two transplant centers, they are
isadvantaged by the current peographic based sysmm and do not have the ability

The stmxta gives you the authority to empioy rulemaking to ensure uniform and
equitable application of the policy.

Iurgcyoutommda&m&pe&tmusiyasmbicmdmkfmwwkmgm:iz
you on this matter,

Sipgerely,

f
[

John L. Rockefeller IV

{

The Honorsble Donna E. Shalala 3-\@»\ (“'L‘\ arsrdond
Secretary '

Department of Health and Hurpan Services * 2
200 lodspendence Avenue, SW A J"&"

Washiogton, D.C. 20201
'
E
%
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. PRNMRYLVANLA ARBED SERVICES
AEREATURE
RLES

Mpited States 5{31911 T ECONOAC

WASHINGTO, UC 205153304
202-224.6324 . ..

» *

January 30, 1997

The Honorable Donna Shalala .
Smcrabary .

1.5, Deparvment of Health and Human Services

200 Independence Avenue, SW
washingzon, DC 202017

Dear Secr&tary Shalala:

In a2 letter dated Decemwev 13, 1396 I wrote to Ms. Judith
Braslow ox the Healzb Resources and Ssrvices Administration
axpregsin g my strong interest in being kept informed abour the
liver allocation regulatory procesgs underway dn the Department of
Health ard Buman Services.

I write %s a follow up to reiterabe my support for the oversight
roles of the Department in setting national transslant policy,
based on ke public-private partnership of HAS and the ODPTH.
once my&ic“z criteria Zor allocaticn have been establishod by the
OPTN-wz2 suthorized in the Mational Organ Transplant Acte-and
with input £rom transplant pabtients. I believe the Department
should take a much greate* role in liver allocation policy
making.

.

For zome hime, I have been concerned with the allocabion policy
INGS esnablished in 1993--where livers are firses distribuged
aownwa:u through the Status stricture lowally, sacond regionally
and f;nai;v on & nabional basis. This palicy hes falled (o
ensure an adagquate supply of livers to patients with the greatest
icml need, regardless of whare they gre located, I understand
L&mu waz;mm& times vary greatly, from 21 dave in Kansas, to 200
in PenuwyivaNla ro 800 days in Massachusetts. Very few policies
directly contxel the life and death of Amevican citvizens, as does
the allecation policy. Tha current policy, develcped by a
private crganization, literally determines which petients will
live s:ma diz. Human organs ave too precicus and scarcs 2 hunan

Inzemsest; wensimrissntoromsanate gy
WORLD WIDE Wil Aup/iwwww soniie.govi-samtanim
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resourss ﬁ& ve allosated by 2 private contractor withoub
government oversight of the policy.

I also am concerned with decisions the UNOS RBoard made in
Novenber 1836, Specifically, UNOS announced plians to transfer
patients with long-standing, chropic liver problems from Status
Gne to Status Twe, sffective Janvary 20. The rationale behind
this policy is reportedly to allocate available livers to those
patients with the best chance for long-term survival, based on
rhe assumption that acute patients enjoy significantly Letter
suxvival rates from transplant, versus chronic patisnts. 1
understand, however, that acubte patients have cnly 8 10 percent
higher survival rate than chronic patissnts. I believe that a 10
percent difference in suxvival rates may not justify a policy
restricting access to livers for those most in need. Nor is the
10 pexcent threshold consistent with other UNOS policies: to cite
Juss one &;ample, ferale heart-lung trangplant patients have & 15
percent hetter survival rate than males, yet UNOS does nob
allocate orguns mecoerdingly.

The reparts I have received regaxrding the patient and family
testimony ab Che recent HHS heariags reinforced the concerns
gxpressed above., I hope that the Department will strongly
consider chelr testimony when deciding on a liver allocation
policy. Thank vou foy vour considerstion.

3 erely.,
{

<"

Fiok SanEhram
H United Skates Ssnage

e Mz, Judith Braslow
& =

acurity Lisison Office
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‘ WASHINGTON, DC 205143804
2002245324
December 13, 1396

|

1

Ms. Judith;Braslow .
Directoy mf Transplant D1V1$&Qﬁ :
U.5. Bepartment of Health and Human $erv1¢&$

200 anepand&nae Ave. BW

Washlngton, DO 20201

Dear Ms. Efaslow,

I uﬁdersgaéd the Department of Health and Human Serviceg is
currently canﬁuctina public hearings and aceepting public
comment regardxng iiver allogation policy as established by the
United &étwark of Organ Shaxing (UNOS). .

: )
The ﬁatlonal Organ Transplant Act of 1984 (NOTA) created a system
to ensure equity in allocation for patients needing organ
transplants. 1 recognize that the regulatory and oversight roles
of the mﬁgértment of Health and Human Ssrvices over
transplantation policy has been referenced in past legislative
actiens, such as NOTA reauthorization bills. I support the
public-private partnership between HHS and UNGS set forth in NOTA
as the app%apriat& mechanism for developing transplant policy.

Given tb&ts?ennsyzvanma is home to several notable transplant
centérs, I wouid like Lo stay abreast of the gituation. Plsase
Keep me appr iged of these proceedings and any policy adjustments
that may result. Additicnally, in light of my ongoing interest
in this issue, I lock forward to actively participating in future
NOTA reauthorization and congressional oversight.

! ,
Thank you for keeping mg informed on thé progress of the hearings
and any yo&icy determinarions regarding liver allocatien.

i Slncaraly,

_ ? Rick Santorum
ce: HHS/Soclial Security iInited States Senate
Liaison Office
H

INTERNET: SBOMtorEsantoruUM.Senats. gy
WORLe WIing WES: hitgifaww Sehate govi~$antorum
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Fabruary 7, 1847
]
Philip R. Lee, M.D.
Assistant Secretary for Fealth and Science
U.S. Department of Health and Human Services
200 Independence Avenue, SW
. Washington, DC 20241

Dear Dr. Lee:

The University of Pittsburgh Medical Center remains deeply concerned zhout gurrent
policies on liver transplant ailocation. UPMC believes that the new policy implernented
January 20, 199‘{, by the United Network for Organ Sharing significantly reduces the
opportunity for a wider distribution of organs. | wderstand that you, prior to your departure
from the department, are weighing the medical evidence and other major factors to determine
whether the current policy ought to be changed. I strongly urge vou to carsfully weigh the
poinis that UPMC have raised in the department’s public hearing at NiH. Because of the
vtmaost importance of saving as many lives a5 feasible, I believe UPMC's concemns deserve o
comprehensive consideration,

| wigh you weli ag you return ta private life.

My best, E
H

cczcly,w

Arlen Specter
Chairmun, Sabcommities on Labor, Health and
Human Services, Education and Related Agencics

A sy
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BAYLOR HEALTH CARE SYSTEM

Februwry 20, 1997

Boars Pawsll, fr., FAGHE
2resident

Secretary Donns Shalaia

Depariment of Health and Human Resources
200 Independence Ave,, 8.W,

Suite 615 F,

Washiangf? D.C 2020

Desr Secrs{a:y Shaiala:
!

fam ff}t’%’&;{ﬁﬁg to you g copy of an opinion editoriat on the need for chanpe in the current

organ aliocation system written by Goran B, Klintmalm, M, D.., the director of the Baylor

Ingtirute of Transplantation Sciences, The opinion editorial is 1o be published in the Austin

Arnerican Statesmarn in the next few days, 1 wanted you to have this because Dr,

Klintmalm bas clearly articulated an issue that desperately needs your attention and

support for change.

I know vaur staff has been working on developing new guidelines for allocating livars in
the Lnised ‘:mtea and on what the role of the United Network for Organ Sharing will be in
etting future policies, 1 wanted to take this opportunity to go on record with you as 8

strong proponent for change in the surrent systerm and to urge you and your stzff to remain

steadfast in pursuing what is right for patients,

Organs are, a pational resource and should be distributed as such. Patients in need of a
liver, or any organ, should have an ¢qual chance of receiving that organ no mmfter where
they chose to go for care, The currant allecation system is directly opposed to this
principle and had been promuigated by a group of individuals whote seifvinterest ghould
automatically eliminate them from participating in such a decision.

1 don't want to belabor s lssue because I know you have been inundated by opinions on
the organ allocation system and | sm in total sgreement with the enclosed editorial, 1 hope
you will have time to teview it. [1is important to me that you know where | stand
personglly and that you be aware that Baylor is fimmly in suppodt of your decision to
intervene and correct what is fundamentally flawed,  Yours 1§ not an ¢asy task in the face
of the pressute being placed an HHS to maintain the status quo, but I am confident that you
and vour stafT will see through the rhetoric and posturing to the real issue of how to
distribute ¢rgans to those in moyt need,

i

3306 Conten Avenue, D, Yexas 15248
43 BIGTE P D480

i
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We ae all appreciative of your attention to this problem and admire your courageousness
in bringing resclution to the controversy.

Sincerely, -
‘ 5@% %«Mﬂ Q -

Boone Powell, Ir.
President and CEO

e b b e



ATION SCIENCES
|

Bacons .5[:. Shangow S ARG - e Pavorraz Snass. B

February 28, 1997

Dear Transplant Recipient:
i

As a liver transplant patient you should know that the Department of Health and Human |
Services held public hearings in December 1o discuss the issue of organ allocation in the
United States, I testified at those hearings advocatiog 2 more fair and equitable allocation
system for transplant patents on the waiting [ist.

Tod%y, the system of allocating organs in the United States ignores patients’ needs.

Every transplant patient on the waiting list deserves a fair chance at receiving an organ
regardiass of where medical care is spught. Unfortumately, because of the cumrent system,
patients inevitably bave to choose between 4 transplant center such as Baylor, a transplant
center with exiensive experience, expertise and sxcclient results, and 8 wansplant center
where organs are quickly available but medical care less well delivered.

Enclosed is an editorial 1 submitted to the Austin American-Statesman explaining my
opinion on the currently allocation system and an explanation of how it can be fixed, An
opinion from (e Department of Health and Human Services is expected in mid-March
1957, Ifyou would like 1o voice your opinions or concerns regarding the organ allocation
system, please write to Secretary Donna Shalala, Department of Health and Human
Sc:viczs, at 200 Ini{epcnécmc Ave,, SW, Suite 615F, Washingion, DC, 20201,

-'i '
-

Smccpd’{f. ;/rﬁ/ ya
f"' ,«;?K(’/
x,df:r}-’,{afe&“*l

Go aﬁw/z.ztzzxalm M.D., PhD.
Chairman, Baylor Instnute fur Teansplantation Sciences

Enclpsum
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m ORGAN ALLOCATION SYSTEM ., .. IN NEED OF CHANGE
by Goran Klintmalm, M. D., Ph. D.

‘I‘ranspla;nt patients are dying needlessly due to the current way organs are allocated in
the United States. ] have patients nesding Kver transplants who have been on the waiting Hst for
more than one year, They could have soupht treatment in Shreveport or Houston where their
waiting tines mzzid have been substantially shorter according o published statistics; but instesd
they chose zzzz’;;s;ziazzz center with extensive experience, expertise and consistent, successful
results, And Eze{;::msc of the complex, unfaiv organ allocation system they continue waiting,

Why does this inequity exist, and why should we be concerned about it? The current
system of allocating organs for wansplantation ignores patients’ needs; however this system is
fixable, Currently, transplant organs are “owned” by transplant centers within selfserving

; .

A geographical ?Ji}i;lﬁ daries without considering where the patients go (0 be treated, In other words,
the availability c:f ihese organs depends on where weatment is sought rather than how badly or
where the grgan is needed.

This controversial issue poses two diffieult questions for the patient with a complex and
deadly disease inneed of a txanspla;nt: 1} Is my priorit); to choose a transplant center where
OIgAnS are quickiy available? or 2) do I choose a transplant center where the health care and

transplant expertise is superiar?
1

While receiving an organ quickly eases the anxiety of waiting, the issue of quality

e

medical care zméz gxperience is e matter of life or death, Out of 113 liver fransplant centers



o b At Tt 1T RO B DR Bl aes BB B

nationwide, 25 of the largest centers (fess than one quarter) perform 60 percent of ali liver
tr:?nsp!ants, whf]e half perform fewer than 12 transplants a ycaz- The death rate at these smalier
centers is 2.4 ti:fmes higher than at the 25 targer centers with experiencs.

The fact is patients should not have o cimose berween the availability of organs and
quality medical care, yet they are forced to do 50 every day. For exmpic; at Baylor, where Tam
the director of t%'arisglanmian seiences, our waiting hst for liver teansplants makes up half of all
the people in Téxas and Oklahoma who wait for a tiver, Yet under the anreat system, these
patients have access to only one-third of the available prgans. ‘ The remaining two-thirds of all
the Hivers deonated for transplanis in Texas and Oklzhoma first go 1o centers with fewer palients
awaiting Uanspl%zzzis‘

The idea} solution would be to have enough organs for every patient in need; h;w:ver,
becsuse this is not the current sttuation, changes must be made o revamyp the organ sllocation
system & focus ;czz patients. No matter how we structure the allocation system, patients will die
due to lack of cr%gazzs, T this situation we must demand equal waiting time for every patient.
Every patient sizé:xzié have the same chance to receive a life-saving organ regardless of where
they wait for transplant -~ Dallas, Houston, Shreveport or Oklaboma City.

In December 1596, the Department of Health and Human Services held public hearings
that addressed zfz:;a: problems of patient need and organ allocation, During those hearings,
patients and pub iic represeatatives asked for a change in the system, Several transplant
surgecns, including myself, advocated a new regional system that would sénd a donated argan 1o
the patient in 1he greatest need, within a reasonable distance from the donor hospital.

i
i
3

i



" Sucha :syswm would sliminate the pstient’s agg;niziag choice between availability of
crgans and quaiiity of medical care. What's more, it would provide for a more equitable
distribution of §rga.ns, 50 that pecple whose lives depend on transplants don’t die waiting, while
in neighboring cities less acutely il patients are receiving transplants within shorter periods of
time. - 1

An \opin:iqa from the I}epment of H;as!:h and }iuman Services is expected in mid-

March 1597, Itis within their power 10 restructure the system and/or make recommendations to
I .
Congress that legislators would be certain to heed,
. I '
I vou would like to voice opinions ar concerns regarding the organ allocotion system, please
write to Secretary Dorna Skalala, Department of Health and Human Services, a1 200
Independence Ave., SW, Suite 615F, Washington, DC,. 20201,

;
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- -HOWARD UNIVERSITY HOSPITAL

HOWARD UNIVERSITY COLLEGE OF MEDICINE

Clive O Callender, MD.FACS.

LaSaile ). Lelail, Jr., Frofessor of Surgery
Cagirman, Department of Surgery

frieecior, Transplant Center

January 22, 1997

Surgeon-in-LChief

Howard University Hospital
Washingron, D.C, 20060
(402 BeA. 1441

FAX: {202) 8553396

1
T

The Honorable Donna Shalala
Secretary
U.S. Department of Health azxi Human Services
§15F Hubert H. Humphrey Building
200 Independence Avemue, S W,
Washington, D.C. 20201
f
. Dear Secretary Shalala:

Although ] have written to you receatly on the issue of liver allocation (pubiic tcszimony and

written comments, December 11, 1996}, 1 feel compelled 1o write to you again in hght of the
" ppposition to'Department mla-ma%ung by some of my transplant colleagues,
¥

Over the vears, through my participation in the OPTN and in my efforts fo promote transplant
objectives in the minotity community, [ have long held the views that OPTN policies require input
from several sources: the expertise of transplant professionals; the perspectives of candidates,
recipients, and their families; and the significant nvelvemens of the Department of Health and Human
Serviges.

My transplamt colleagues have already provided their professional judgment in the
establishment of medical criteria as the law provides, Although contrary to the OPTN contsactor’s
views, the members of the patient community expressed their strong support at the DHHS hearings
for & different and fairer syStem that would allocate organs to the patients in greatest need, regardless
of their locauon A broader sharing of organs as was suggested i Fart E on page 2 of my testimony
15 likely to result in a fakrer allocation of organs and was echoed by many of the patient witnesses.
Reasonably broader sharing can be achieved by allocating organs first to the local status 1 2nd 2
panients and t?zen to Status 1 and 2 patients nationally, before going to less sick patients. This type
of allocation would preserva and elevaie the medical urgency of patients and not lose the local reward
to local donors. As I said in my testimony at the hearing: .. .the new policy which goes into effect
January 20, disadvantages the largest segment of tiver pati ems ... who have acute exacerbations of
chromic liver disease which is remediable only by performing emergency or urgent Hiver transplant ...
this new policy, alsa, affects the poverty stricken minority populations who see the doctor very late
in their dzsease and if they are referred for Bver transplantation will likely be in the category of
ratients with aczztn exacerhation of chyonic finesses and an wegen need for (ransplantation” The fact
that such 8 iarge praportion of vandidates will be ézsaévamaged by the fiver allocation changes
approved in November by the UNQOS Board, to me, is a clear indication that the process currently



"

£

.
Fa

- 81723787 THU 17:4% .

H
i

Letter to The Honorable Shalala
Page two

used by the OFTN can be improved upon, A different perspective is ofien desirable especially the
perspectiva presented by our patients and other users or potential users of our services. Your office’s
oversight and participation in the final policy making in this allccation matter are criical.

1 also mentioned in my testimony that the Department should ©... assist UNOS in its policy
making and ... help it make the fairest decision and when it needs help to provide it in a way that best

meets pur nationgl needs”. The needs of transplant candidates nationally will be best served by the
department’s modification of the fiver ellocation changes approved by the UNOS Board.

1 g{}g;;&ggrefnrﬁ Urge you and your Departmemal staff to pmvidc the ic&cimhip on the Liver

allocation policy that will protect the interests of all transplant candidates and mest their needs for
4 falr, accessible system,

1 wcu?f{i be happy to discuss these issues further with you and your staff should you desire it.

Sincerely,

Clive O. Callender, MD,, FA.CS.

 LaSaile D. Lefiall, Jr. Professor

Chairman, I)ap‘gnmezz{‘ of Surgery‘
COCAsp

Enclosure: pg. 2-3 of Testimony
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this 18 not evident. African Americans comprise 12% of the
American population and 25% of ESRD transplant waiting lists
pecause they have 2 - 4 times more ESRD than Caucasians. On liver
transplant waiting lists African American rarely account for ware
than . 10% it should be more than 20%. I believe this lower number
is because of a “Green Screen” which means that if one doss not
have the fiscal resources one will never get on the transplant
walting list. <The physician will not refer this patient for liver
transplant because of a lack of resources and many hospitals cannot
afford to transplant such patients. They therefore die without

meing given the option of transplantation. This accounts for why
the celebrity appears to get 'fayored trestment” and why the

"minority communities do not believe the system iz “fair®, It is

not the allocation scheme in this instance which ls unfalr but the
global society, which cpposes the raising of taxes to make health
care a right.  for all. I requast DHHS to look inte this great
ineguity which we must strategize te overcome as vigorously as we
attack all other obstacles te successful itransplantation.

!

1
¢ - The . new policy which goes into effect Janvary 20, 18%7
disadvantages the largest segment of liver patients - those like
Morgan Waoten, Governcr Césey, and many others who have acute
exacerbaticns of chreonic liver disease which is remediable only by
performing gmergency or urgent liver transplantalion.

U =~ this new pelicy also affects the poverty stricken, minority
populations who see the doctor very late in thelr disease and if
rhey are referred for liver transplentation will likely be in the
sategory of patients with acute exacerbabions, of chronic illnesses
and in urgent need Zfor tUtraansplantation. This includes the
substance abuse patients - who when rehabillitated want to live too!

‘ £ « I Favor a modification of the University of Pittsburgh Medical

Center's algorithm which would offer an available liver to patients
an the local list, who are the old status 1 and 2 and then to

s RUER

status 1 and 2 nationally and ‘then 3 and 4 locally and then to
status 3 and 4 nationally. This presumes the old status 1 -« 7

classification is preserved and elevetes the importance of medical
grgency for all categories of patients without lesing the local
reward to logal donors which 1 helieve iz important to not inkibit
the altruistic local donors. My community presentations and the
feedback received suggests this is an important-stimull to local
“Ygan denatlum Liver z2llocation has become a mediagenic issug and
what is decided here will have a tremendous influence on the number
ene (1} problem in transplantation teday - fhe shorfage. of denors.
it i5 important therefore to emphasize that, which is fairest Io
all grcupslls that which must be done.

.
oo N, dmd e

P - i E e . . ‘:"é}‘- o
s N . S N PR R L Tr
fas . e Ay w‘ “*@@%ﬁ


http:Goverr.ot

TGgrLreasgr TEH 1746 FAS LUL Bus BS30 afdud & + W AL LENMRLA -l

Y

1 weicome the DHHS valling thesge publia hearing to help us all
g the rzght thing. The right thing in the case of Ilivey
allocation is to assist UNOS in its policy making and to help it
make the 'fairest decision and when it needs help to provide it in
a way that best meets ocur national need. This should not be ta
bully ﬁ&OS but te¢ give good and appropriate gyersight'!

”inally, the closer we get t0 an equitable alloaatian 5y3ﬁem
the louder we can speak when we go into the community to educate
and empower in order :o maximize community participation in all f
aspects of transplantation especially organ and tissue ﬁaaaﬁioﬁ,

" - b&‘

IT =~ Donation of organs and tissues fmrxtransplantatian» Gl

A, |The majer :mpediments %o orfgan donation are: Lueit
, o i

-

l1.  Inequ::able crgan allocation

TZ. Suboptimal use of the community asz z ahange aqant
for crgan tissue donation and txanxyia&tatzaa.‘jwie

;»g‘
Q‘W b

3. . Lack o7 cprimization of camwunity ;npu» at’ all
. -  levels of problem rescolution, resesarch and re&aurae
‘ _allioccation. PR

i
4. Lack of =ransplantation awarensass. C
e Relig:izus mvths and misperceptions.

G Diztrust =I the health care system and haalth care

professionals. &
7. Fears =-hat signing donor cards will lead to
prematurs declaration of death,

g, Inadequate emphasis on  Dbehavior modification
rowards nealth promotion and dissase prevention
along with increasing donor card signing, family
discusgions and giving organ/tissues in life and
after death,

9. Lack of adequate use of recipients, donors,
transplant candidates as communiiy massengers.
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Medical Canter Omaha, NE 621968508
Nebeaske's Hoalth Scierve Contar Fax: %@m
March 18, 1987 i
The Honorable Donnu E. Shalala
Becrstary of Health and Human Services

Depariment of Health and Human Semccs
200 Independence Avenue, 8W.
‘ Washington, D.C, 20202

Dear Secratary Shalala:

Thig letter s to foliow-tp on your meeting of March 8, 1887, with Senator Robert Kerray of
Nebraska, At this meeting, the Senator espressed concems regarding the current system of
human donor iiver distribution in the United States.

| would like to bring to your attention the letter of February 18, 1897, which wag sent to you by
Or. Alan N, Langnas, Chisf of Transplantation Surgety, and Marsha Morien, Associate Hospital
Director of the Unersity of Nebiraska Medical Center,. This letter clearly artictlates our cancern
with regard to Section 3.0 of the Bylaws of the United Network for Organ Sharing (UNOS). This
policy requires patients to be listed at the Organ Procurement Organization (QPO} cantracted
to the transpiant canter that has been sefected by the patient, refemring physlclan, or insurance
company. This palicy forces an OPO to daliver its primary service 1o the local tranapiantation
esnter rather than to the pupulation of residents in their local area who are candidates for
transplantation. '

} urge you and y%zzr staff to become leaders for change that will bring about a system that vill
be better for patients. 1 am In agreement with a new systern that would allow a patient awalting
argan transplantation o de lsted with their local OPO regardiess of the transplantation center
assigned lo the patient. Morws information gbout how a new interpretation of guisting UNOS
Bylaws could make that happen Is euliined in the altached letter,

| belleve that the Depardment of Health and Human Services has the authority far aversight of
the Organ Pms&zmem Transplontation Network and has the authority to interpret uxos
Bylaws.

Your attention lo this lssue [a greaty appreciated.

Sincerely, %
Vs sl

‘Mﬂ!amO B rﬁ%it Ph.D,

Chancailor S

anclosure ,

umwum Univaraity of Nubuwsics Modical Canter  Linversity of Nateaska at vt Univecatly of

l‘?’*ﬂi}umpri Tobs Clnhe;‘\ aiank?fﬁﬁzs Marwa %ﬂ&\ Bab gm
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Tha Hanzxifa&ae Donns E, Shalsla
Secrotary af Haplth and Humah Services
Departmeant of Mealth and Humsna Services
200 indepundancs Avahue, S.W.
Washingten, DI 20202

-

Daar Secretary Shalnla:

The purpase of this farter is to mequest an imerpretation by the Depariment of Haalth
and Human Sarviges of Section 3.0 of the Bylaws of the Linited Network for Orpon
Sharing. Section 3.0 policies apply to the sllecation of oigans for transpiantation.
|

In this section of the bylaws, [t states that ft is the policy of UNDS to encourage
coopatktive working relationships within and among OPD'S to serve the best Interests
of trangpignt patents. We balieva that the curfent interpretation of this policy that
requires petisms to he listed 3t the OPO contracted 1o the trenuplant center forces
an OPQ to daliver i3 primery service 1o the Jocal wansplantstion centers rathar than
to the popuistion ¢of residents In ther local sres who ore ¢sndidates for

tzamyimm,

We propose to your adminisyration, an intarpretation of existing LUNQS Bylaws and
policy that could sllow for the direct linkage of waiting recipiants ta organs avaliabls
ragardnss of thelr chosen or assigned transplantetion zeatar loemion, ‘Tha dafinition
of iacal wouid be defined by the arigin or home of the walting reciplent. A patient
awgiting argan transplamation would be listed with thely incal organ procuremeny
organization regardiesx of the transplantation center assignod to or chogen by that
patiant, The patiorn would honafit from he slement of service provided by tha local
OPO and yet hawe the nbillty 1o reselve transplantstion ot any carnrer based upon
wharever reasanis) aes irmportent o the patiant, his/har primary careglver, payor. sre.

The OFD wauld be responsibia Ror sarving local recipients regardluss of whare those
recipierts might be Histod for care. A local orgen identifled by the present allocation
system as designated for o givan Jecaliy-listed rociplent would be recovared and
moved to the designated taneplantation center for that recipient, This would
rairterpret the concept of “local’ by changing it from a geographic designater 1o one
which identifies & group of patlents for which an OPD would be responsible. This
system of allccation wouid provide directly linked patlent service rsgardiess of the

UMﬁ&ydw Linanly of Mabeadih Mgich] Cardae  Univmesiy of Mabisaka ot OQenadst  Liniiwiaity of Nabraaka ai Keiiry
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focation alf e transplaration centor. This service would be pravided by the

. patient’s iocal OPO, Thia iy a trus pmdentwidiven system of organ allecmion. We

o
P04

giraaty have the bylaws, ablifty, and technology © make this systom work wday,

A new Intarpretation of UNOS bylaws would aliow the  patients from ather OP0’s
to have the optlon 1o list and be sarvad by the OPD In their Bome facation, Wa
believe that the Deparynent of Haalth and Muman Services has authority for the
ovarsight of the Qrgen Frocurement Teanspliantatiog Network and hes the authority
to issue this Interpratation. Wa are not aware of sny HCFA regulations thar wauld
pravom thiz imerpretation of the Bylaws.

f
We would, welcoms tha opporunity to discuss this request with you, We look

forvard 1o heardng from you concerning the isterprazation of LUNOS palicies in secton
3.0 of the Bylaws,

Sincarsiy, :

Algn N, Langrax, B.O.
Chiet of Transplantation Surgery

Ve 2 ; : ﬂ .

- £(
Margha Mearien
Assneiate Hospital Dirvctor

ee:  Judith Braxlow, Division of Trensplentation
Brucs Vigdok, Heahth Care Financing Adniiniatration
Byers W, Shaw, Jr, M.D.
Michael F. Sarrell, M.D,
Sanator J. Babert Kerrey
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The Honorsbilo Domia Shalals s
Becretary of Hoxlth snd Buman Jervices

U.S. Departoront of Heakth aod Huran Sevvices

200 Indopendenon Averno, §.W.

Washington, DC 20201

Dear Sooratary Shaialy:

i
A3 Commanderin-Chief of the Verarans of Foreign Wars of the United Btatas (VIW) and on bahalf
of ovar 1.9 rolftion sombers whe are verergsg, I sus compelied % write this letter to express our
concerns with recent policy changes in medical clteris for fuonan liver allocations and sk that you
pronulgate final rules reversing this polioy, ‘The changes X speak of have dowh approved by the
Urdted Network for Orgen Sharing (LIINDS), the Covernmast transplest cottractor for the Natlsrs)
Orgen Procurunent and Transplantation Network (OFTN). We feel these chunges is polioy £l to
meet the neods of our natian's veterans, particulary i the voteran is considered the acodiost snd
sickest pasient. | "

Under the new policy which ehanged what type of patismts are cousidered a8 status § for yansplent
purpotes, oRly patients with lifs expestancies of peven days without transplant who have otis of only
four asute Hver fallurs disynoew would recive prisrity for transplasusion. This Joaves wll ather
Hver transplaoet candidutes, regundtess of their medical urgenoy snd B wrpcctancy, 1o ba considersd
status 2 or 3 patients and 1may never receive & ife sustsining fiver transplant. What this means 1o the
VIW it that sots veterang, who iy be sarvics cogniined for sonditions which should require fiver
trangplents will never be offored tranaplastation & an opbesn, cepscially those viteeans who sufler
fom chronio conditiong sych as Hepatitls, liver clrthosis due t self medication with alcohol, primary
billery cirthosie or hoveditary dissases. Veterans in these catsgories could be forced to go withoot
Hver tranipixnts and, 33 3 result, sy dic prematursly,

Purthe: coscartating this dilemnms Is the curreat palicy which ertablishes ssographical rastrlctiont thas
fiirther restrict voterans from squal seoess to avalishls donor bvers similar to Bver
esndidazes in the privato sector, The ressan for this boisg, that veternns, particalarly low income,
rosdically indigan? veterang, sre limited to anly fam. Bver transplant facilities io the antire VA system -
Pittaburgh, Ponnrylvasis snd Postiend, Oregon. Using this prasant wansplant policy, vetaram who
necd Liver eraneplants are mdded 1o the loon! saaiting Jiste in Pittsmugh and Portiand with no apecisl
considerstion givan to the fact that thess seriously il vatarsus come From numevous cities and towns

; COPY
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The Honopable Denns Sholzix
Jmm;
Mack 4, 1997

Pape 2

thraughaut the sountey. This cagsce the waiting lists i thees twn ahtiss to become sxcuptionally ling
resulting in ARy votersns nevar recaiving I saving Bver tonsplents. Thetefore, 2 I3 cenceivabls
that pany velarans on the VA waiting fiues in Pitizburgh sad Protiand may never rige ligher than
statas 1. Furthermore, dus o presest palioy that jocal candidates are considersd first, it mny
sulminste in vetersns bring naglected spd luft ¢ &5 upnccessarily.

This policy is paterdly unfair to everyune, but sspacially to vetersos, Jt's obvious that something is
wrong whes & policy permits rgaes to by transplanted into Isgssicker Batus 3 putionts in local wess
before being offered to gtatus | and 2 patient who xre neodier and sisker throughnut the countey,
Therefors, the VFW muast go on resord opposing thess Gver transplard policies and wrge you s
Secretary for Health and Buman Services £5 1o your stitority and fssus €inal rules as liver sliocation
uaing & Natisnal Liver Transplant Policy whenchy the siciat and notdiest have pricrity to donor
livers regardiens of thelr geographic focation or where the organ was donsted,

! amxigusly Mtya&mmmﬁ:mmdmmw&mmww being of our
mnﬁ:mhyﬁwmm

Sincarely,

JAMES E. NIEX
Cormandat.inChisf
ec.  Homotubis Jexse Brown, Secretary of Veterans Al
Honorable Arkm Spectar, Chxirsan, Samse Vatersm' Afalrs Commitice
Honorsble Jobn D. Roclafaller, TV, Ranking Minsrity Mamber, SYAC
Heonorable Bob Stump, Chairman, House Vatersty' Affiirs Comemitter ™
Honnrahie Lane Bvans, Ranking Misority Mambor, EVAC
bo: Al Munbary, Sesate & Hause Veterans' Aty Camnitiovs
s ron i The Logion (Harry Kl
Gurdon Murusfiald, Beneutive Diroctor, PVA v
Michaal E. Nayion, Rcsrsnive Disestor, AMVETS
C«iﬁ‘i Stout, mﬁmﬁngnﬁw Vistonss Veterans of Americs
Patrigia Petter, Chalrnan, Hospits! Comminse, P asis
Kem Steadman, Exventive Direcror -
Bob Wallaoe, Dagrity Executive Direoenr
All Direstors, VFW Washington Ofice
All Fitld Representatives
. S LIVEX ST WS
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The first sentence of the

_ article reads: “According to
the law firm of Doepken
Keevican & Weiss, the
United Network for Organ
Sharing, the government
contractor that oversees the
national organ allocation
system, has adopted a liver
transplant policy that
allocates livers not to the
neediest and sickest
patients, but to local
transplant centers nearest
the organ donor.”

the needient and sickert patierns, bat o koca)
Ianepiand Canrers Saien the arpan dorat.
Proposed rulgs and scguinions stednaing from
Tis ALY Reave Dags owking thoir way throggh
HHS end Wil soon become gl Achegen
strenr pelicy could seve the fives of wp to 100
peopie each year, inchuding veteras, who would
benafit by fhe adoprion of s fly, Aatiom! Hvat
taplant policy, Vetsraea' bonsflts limis she
ehoica of vererans in newd of » liver papsplant o
only two fhedlities. lazand in Ploteegh o

. Slmpson ssid on S floor of o Senkir

shangts comace Brawz Fowell. ar Dogplen,
Keevicon & Waice dtvorsays ar Lin,
412 3832600, ‘

In & covtnst Jomter sibvised that vetormnd who want
0 obtain VA b loes mongege guscaniesy to
purchase hausisg cooperative tnits, are noshis

to do 30, This Iy bermitey VA reguistions do nor

. Wlow miongigs puarsmwes for veterans to

purchuse & thopeentive, Last yeat, Reg,
Malangy (DNY) imtroductd » DI (HR 1008}
it would slfow veserans & purchese hooeing
coopaexthves. 5o plunt 2 reintrodics e
meaters this yesr. The VA has the befief due
the potentint dunasd R VAgustsairsd
cooperazive kowns woild not Justify ihe VA in
beooming familior enenph with the cooperatves
o svlissoy inividund Joun requeste. For more
ifermation coton Jd- Sulfvon, af NaHC.,
1814 King 8¢, Alexomdvia, Vi 223182719,
204 300.5201.

W&m&ma&?m
Amecodiises i the Lobbyiag Disclosure
Act of 1995 This bill aukes the Simpson
Ameodment o its axireme, The Simpean
Amendmont proadbine 50104'y that recelve
fedem=! somms fom Joblwing. However, the
Simpson Amendmens aliows $0104's thae
receive federn! funds o afSlioty with
srganizations that iobby. Spacifically, Spumr

orpeadons couid biflavase, craating an entity
tha recelives faderal funds ot another thar
oceurting by prohibling ioblhying by say
onganiaation s (ach e $0163'} sifllinted with o
S0kc# thas recrives federal finds. This bill b
breo refiered 1o the Houce Juditiney Comeninmg, -
Al ths poiat, it It not clonr el his &3l will
wervn, particnirely bocgsse i woukd hive o he
spproved by the Judicluy Commitiee, which is
besx funile groved for ok proposals. Wineh
v updates and pregress on thix BUL

R 162, Vererans®

* Prametion A, irtrodiond sy 1, 1997 by

Rap. Bob Finer. (D-CA) This BTl is dcaigned
% satinx the develooment of swall husiaeeses
onenedd by dlsabind aad other alipible velonan.
Under thiy measute, & prog would be
esbiished to belp cligible vesoma-owned small
tnstinesar compeir Ry Fadeosd goveroent

MacckrApeS 1997
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200 Lothion Strael
Pulistsorgn, PA 152132582

COMMENTS SUBMITTED BY THE
UNIVERSITY OF PITTSBURGH MEDICAL CENTER
PURSUANT TO THE NOTICE OF HEARING ISSUED BY THE
DEPARTMENT OF HEALTH & HUMAN SERVICES

:RELATING TO ORGAN ALLOCATION POLICIES
[ .

DECEMBER 12, 1996



The University of Pinsburgh Medical Center ("UPMC") respectiully submits to the Pane] its
comments pursuant to the Notice of Hearing dated November 13, 1996, relating to allocation and
distribution of ziaz;azad fivers, alternative systems for glocating and distributing donated livers and
increasing écaazi{m of human Livers. UPMC 15 a 1,230 bed academic medicat center comprised of
Presbyterian Umvarsztv Hospital, Western Psychiatric Instinute and Clinic, the School of Medicine, and
the Pinsburgh Cancer Institute. UPMC provides primary and advanced specialty care to patients,
performs biomedical and biotechnical research, and educates and trains health care professionals.
UPMC is the largest transplant center in the United States and, along with is faculty and staff, has
been internationally recoguized for excellence in organ transplantation.

tor almost six vears, UPMC has argued (o the Department of Health and Human Services {the
“Department”) and the United Network for Organ Sharing (“LINOS™), the contractor for operation of
the Organ Procurement and Transplantation Network ("OPTN"), that the corrent system for allocation
and distribution of domated livers is seriously flawed and should be changed. The essence of the

pz‘{};x}sai aévamxd by {}PMC f{}r zhase 5ix years has bcﬁu :,hat mwmmmm

Far zimsf: $1X years, U‘N’GS has steadfastly refuscd 0 increase the size of {he geographic area wt:!zm
which donated livers are shared. UNOS is a membership organization of 430 voting members of
which 276 are trangplant centers, 65 OPQ's, other medical organizations and only 8 members of the
general public, . For the last four years, the Deparument has waited patiently for UNOS 0 recommend
changes to increase organ sharing and improve the current system.  This Panel has been convened
because UNOS has been unwilling to adopt any changes which would increase organ sharing and
traprove the clurrent system, so as to provide a fairer and more equitable system for transplant patients,

On December 7, 1994, UPMC submitted to the Department extensive comments pursuant to the
Notice of Proposed Ruole Making dated September 8, 1994, Copies of those comments are attached o
this document as Exhibits "A" and "B". Many of the staterments and observations included in those
comments are as applicable soday as they were two years ago. This set of comments will, based upon
computer mo&cim\g and other research which has occurred in the interim, update the faces presented
two years ago and further demonstrate the serious need for significant change and improvement to the
current organ allocation and distribution system.

I. THE CURRENT SYSTEM AND THE UPMC PROPOSAL,

Under the corrent system, patients on the waiting hist are assigned a medical priority status
based upon their méziicai_ condition and life expectancy. Currently, the statuses are:

- Status 1 - in ICU with acute or chronic liver failure and a life expectancy of less than 7
days:

~ Status 2 - ICU bound or continuously hospitalized;

i
. Status 3 - continupus medical care at home;
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é
- Status 4 - at home and functioning normally;

1
- Status 7 - temporarily removed,
H .
Patients move from one status to another and back agam as their condition worsens or improves.
Recently, UNOS voted 1o eliminate Status 4 and “grandfather” existing Status 4 patients into Status 3
and 1o move Staws | patients with chronic liver fatlure to Status 2. The recent UNGS changes do not
pravide for any increase in geographic sharing for any patients,

Presently there are 65 local QPO's and 11 UNOS regions. The current system distributes Hvers
10 the patients as follows:

Local OPO list Stamus 1, then Stams 2, then Stams 3 and 4; if not
accepted, then UNOS Region list Status 1, then 2, then 3 and 4; and
ﬁzzal!y, if not accepted, National list Status 1, then 2, then 3 and 4.

UPMC has proposed that donated organs be distributed usmg the same medical priority status
defined by U N{'.)S but in larger geographic areas, as follows;

- Local QPO st Stats 1, then National list Status 1
. Uocal OPO list Status-2; then National list Stamus 2;
|
- Local OPO list Stanss 3 and 4: then National Tist Status 3 and 4.

. This system alipws the physician to make the medical decision about 2 patient’s proper medical status,
Once that decision is made the UPMC proposal insures that higher priority patiems are offered
compatible organs, before such organs are offered to lower priority patiems.

The UPMC proposal was rejected by UNOS, Likewise, UNOS rejected proposals by others
which (1) offered organs to inpatients (Status 1 and 2) on the Jocal/regional/national lists. befem
offering the organs to outpatients and {2} created modified regional distribution.

i, FUNDAMENTAL PRINCIPLES OF ORGAN ALLOCATION AND
DISTRIBUTION.

i
UPMC believes that the following basic principles should be the foundation for any system of
alloeating and distributing donated organs in order to be fair and equitable 1o patients and to satisfy the
provistons of NOTA:
§
4y "i’?ze system should focus on the transplant patients by providing 2 systemn which saves
more patient lives, and thus resuits in the most patient life years saved.

{2 The system should be fair so that patients in similar medical conditions arcund the

country have relatively equal walting umes and an equal opportunity to receive a compatible organ. In
this way, the patients can have the greatest chaice of where they receive medical care.

-3



(3) 'I"he systemn should be a national system so that decisions are made without regard to
geographic limiwtions, except where required by the ischemic time of the organ.

4y The system should utilize fundamental medical principles to desermine the most
medically appropriate ransplant candidate,

{8y  The system should, to the greatest exient possible, increase the guality of organ
transplantation. ;.

{6} The system should promote and increase organ donation,

\ .
)] The system should encourage and promote transplant centers which demonstrate above-
average proﬁcim:wy‘

HI. NATIONWIDE SHARING OF ORGANS BENEFITS PATIENTS AND
DONATION.

With its emphasis on geographic linitations, the current liver allocation and distribution system
has become an enutlement program for transplant cemters with patients dying needlessly because
donated livers are trapped by geography, depriving the sickest patients elsewhere i the country of hife-
saving transplams Under this system, the location of a transplant center in relation o the location of a
tiver donor is more important, than the needs of patients on the waiting list. It is clear from reading
the legislative history of NOTA that donated organs are congidered a “national resource,” that a
national sharing system is required, and that the welfare of the patient is most important. The General
Accounting Office Report of its review of the QPTN published in April, 1993, recognized that center
interests were put ahtead of patient interests and included the following statement on page 43

Favoring transplant centers over the needs of patients is conuary to federal law,
Additionally, broadening the nurmber of patients considered for an organ may result in
selecting a patient who is better suited for the organ or has been waiting longer.
\.
That observationwas made abour the system as it existed in 1993, but UNOS has not made any real
changes in the system to correct these deficiencies.

Although the medical criteria adopted by UNOS specify that donated livers should be aliocated
and distributed 10 a Status 1 patient before a Stawus 2 patient and that a Status 2 patiens should receive
an organ before a States 3 patiemt, the geographic limite imposed by the curremt system override thoss
medical priorities,  For example, when a fiver becomes available in one OPO, that Hver must be
offered to all compatible patients {including Status 3 and 4} listed in that local area, before it may be
offered to a compatibie Starus 1 patient listed nearby, but not in the local QPQ,

Take as an example the story of Rex Voss which appeared on the frony page of The Wall Street
Journal on April 1, 1993, In early 1992, the 41 year old Mr. Voss, a father of four teenage boys,
from Jackson, MlSSlSS:ppl contracted hepatitis C from an unknown source. Mr, Voss was evaluated
and accepted as 2 liver transplant candidate at Baylor University Medical Center in Datlas and was

3.



placed on the waiting list as what Is now known as Stanss 3 {outpatient). In late 1992, Mr. Voss’
condition deteriorated causing him to be hospitalized as a Stams 2. Soon he was placed in intensive
care, required a life support maching, and became a Starus 1. A compatible liver became available in
time to save Mr. Voss' life; however, it went © a healthier patient listed at & transplant center in
Oklahoma City (40 minuies away from Mr. Voss by airplane), because that transplant cerger was in the
local OPQ where the organ was domated. Mr. Voss died on December 8, 1392 without receiving a
transpiant. ‘

UNOS has admiued that this simuation will repeat iiself again and again under the curremt
system.  In the draft background materials provided to this Panel, UNOS states that “due to the
lacal/regional/npational distribution system, organs are not offered to all medically urgemt patients
before all less urgent patients: a local Stams 3 patient may be transplanted before 2 regional Staws 1.7
How is this justified when a Status | has a life expectancy of 7 days or less, and a Stamus 3 has 2 better
chance of surviving one year without a wansplant, than with one?

As 4 mséiz of the unnecessary geographic limitations, the current system results in more patient
deaths on the waiting lst and overall and fewer lives saved among all patients than the allocation and
distribution system proposed by UPMC and others which provide for wider geographic sharing of
organs,

CONSAD Research Corporation of Pittshurgh, Pennsylvania, has prepared 2 computer model,
based upon data received from UNOS and the Depantiment which can evaluate alternative liver
allocation and distribution proposals.  Sunilarly, UNGS commissioned the Pritsker Corporation 10
- prepare a computer model, which also evaluates various liver allocation and distribution systems, The
current systermn, the UPMC proposal, and a number of other proposals providing for wider geographic
sharing of organs have been evaluated on both the CONSAD model and the UUNOS model. Both
mxdels are similar, but not identical. Expert reviewers at the Department found that both models are
credible und that the results produced by each model for the various siternative proposails are
consistent, but not identical.

The results of the CONSAD model are attached 10 these comments as Exhibit "C” and are a
part of a report provided to the Panel by CONSAD. Those results demonstrate that allocating and
distributing Jlivers pursuant to the UPMC proposal would save 296 more lives at the end of three years
than would be saved by allocating livers in accordance with the current system. UNOS model resulis
for the UPMC proposal included in the materials given to the Panel reflected a savings of more than
120 lives over three years. In either event, the UPMC proposal results in fewer patient deaths, both
pre- and post-transplant than the current system.

I

The same itwo models also svaluated the patient life years saved if livers are allocated using
wider geographic sharing. The CONSAD resulis indicate that ailocating and disuibuting livers
pursuant to the UPMC proposal would result in 55,148 patient life years pre- and post- transplant
saved over a three year period as opposed to 53,200 patient life years saved for the current policy. The
resuits of the UNOS model also indicated that more patient life years are saved pre- and post-
transplant by allocating livers pursuant to the UPMC proposal than the current system,
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More patients die while waiting for a transplant under the current system because the curremt
geographic Jimiations result in 30% to 40% of all donated livers being tansplanted into Staws 3
patients, as reflected in the results of both the UNOS model and the CONSAD model. Because Status
1 and Status 2 patients are near death, allocating a compatible organ to a Status 3 patient ahead of a
Status | or a Status 2 patient usually results in the death of that sicker patient.

Furthermore, a recent UNOS smdy reported in the Novemsber, 1996, edition of The UNOS
Bulietin, found that "liver patients who were wansplanted in Status 3 did not appear 1o have any
survival advantage over patients who coninue to wait in Staws 3. . . " The report went on 1o stale
"[tJhe cumulative survival rate for the waiting list group was higher than that of the transplant group
for Status 3 paziefms during the first year after transplant,” In the UNOS background materials given to
this Panel, this choice to transplant a Stams 3, before a sicker Stanis | and 2 patient, is justified by
UNOS as a value judgment that the Stamus 3 patient has a better survival rate.  Such reasoning is
inappropriate.  UNOS may antempt 1o justify the differene weatment of acute vs. ¢hronic Status 1
patients on the basis of survival rates, but neither UNGS nor the Departrnent can justify elevating a
Status 3 patient ahead of a Status | or 2 patient and aliocating one-third of the available livers w those
Staus 3 patients ahead of Status | and Starus 2 patients.  The Status 3 patient has a bener one year
survival rate if he or she remains on the waiting list without a transplant, while virnally all Stawus 1
and 2 patients die within one year withowt & transplant. Liver transplantation is a life-threatening
procedure and it should be undertaken because of a ife-threatening event. A system which allows a
Starus | or Status 7 patient o die on the waiting list in order 1o Tansplant 2 Status 3 patient, thereby
reducing that Szat'}ls 3 patient’s one year chance of survival, is not a systern which focuses on the needs
of the patients.

Patients in similar medical circumstances. regardless of the transplant center at which they are
listed, should have an equal opportunity to receive a compatible organ. That is not the case under the
current system. UNQS, the Department, and most transpiant professionals have admitted that there are
substantially unequal walting tmes for similarly situated patients in different parts of the country. This
is true not only when you compare waiting times for all patiemts, but also when you compare waiting
times for Status ! and 2 patients, for which there are specific listing criteria so patients are not
prematurely listed in these Statuses.

The time that patients spend waiting for an organ is an indicator of whether patients i different
parts of the country have approximately the same opporfunity to receive 3 donated organ.  UNOS
admits in the background materials provided to the Parel that there exist “substantial differences in
waiting time {0 trangplant™ among transplant centers, OPOs and UNOS regions. The magnitude of
those differences is shown in Tables § and 6 of those materials,

The CONSAD model evaluated the average waiting time untif transplant, for all patients in the
various UNOS regions, under the current system and showed a standard deviation among the regions
of over 32 days. 'If livers are allocated pursuant to the UPMC proposal, however, the CONSAD
results show that the standard deviation for the avernge waiting time until transplant, among the various
regions, drops to‘iéa8 days. Similarly, the resulis produced by the UNOS model indicated that
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allocation of livers under the UPMC proposal and others having wider geographic sharing, when
comnpared to the current system, would reduce the inequity in waiting times for Status | and 2 patients
by more than one-half, throughout e counry.

Within 2 local OPO area, there 15 equal opportunity for comparabie patients 10 recelve an organ
based upon the established criteria, i.e., local Status 1 patients receive a liver before local Status 2
patients, ewe. This equal ueatment ends, however, when one reaches the artificial geographic
boundaries of the local OPO, because any compatible patient in the local OPQ area, even if-that patient
has a lower medical priority, will be offered an organ from that area before that organ wili be offered
to a patient with'a higher medical priority outside the local OPO area. If allocation of organs according
to medical urgency status is fair and appropriate in the local OPO area, why is that system of allocation
not fair and appropriate for the largest geographic area in which the organ can be safely wansported?

UNQS and thre transplant community have acknowledged that donated livers can be maintained
outside the body for 12 to 18 hours and remain viable for transplantation., In the UNOS Policy
Proposal Statement issued in 1994, the following statement was made:

The distance factor is not relevant in the revised liver allocation polities (see Policy

3671 bciaw} becazzse: the current methed e‘f izvez‘ preservauen {i}""}v’ Soizszzerz} aﬂews

The current UUNOS system is wtally contrary to this UNOS policy statement because it keeps a donated

liver in a local area in order 1 tramsplant a Status 3 patient (if there are no compatible Status 1 or

Status 2 patients in that local area), instead of allocating and distributing that donated liver to the "most
-needy, irrespeciive of distance,”

Research has demonstrated that the current allocation system adversely affects the interrelated
issues of patient mortality and quality of care. One result of the current system has been to promote
significant mereases in the mumber of very small transplamt centers,  The emphasis on “local” use of
organs ez}cmzmges the development of small transplant centers in some areas because they can be
assured of & s:mii but steady, supply of organs.

For exarnple, the number of approved liver transplant programs increased from 58 in 1988 10

112 in 1995, QPTN data show that in 1995 more than one-half (57) of those 112 cemers performed 24

or fewer transplams and 33 programs performed 10 or fewer trapsplants.  Of these 112 liver wansplant
programs rcporxmg o UNOS in 1595, 71 centers (83%) performed fewer than 38 wansplants.

|
The 1994 Report of Center Specific Graft and Patient Survival Rates shows that the mortality
rates at small (ransplant centers are significantly higher than for larger centers. Based upon a review of
9,567 liver transplants, the study found the risk of patient death following wansplant was 2.45 times
higher at centers ‘performing 10 or fewer transplants per year and 1.6 times higher at centers
performing fewer than 35 transplants per year when compared with the risk of death at cenmters
performing more than 35 transplants,
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Although the studies should not be read to say that all small transplans programs are not
qualified, they do point out serious problems inherent in small volume centers.  Patients should not be
forced by organ allocation policies to make decisions with life or death consequences between a low
volume/high risk center with a shorter waiting list and a high volume/low risk center with longer
waiting st

. Effects on Qrgan Dogpation.
- }

You mayf hear arguments that sharing organs over larger geographic areas will adversely affect
donation rates. The empirical evidence, however, says the coentrary, The Department first looked at
this argument in 1990. The results of an OPTN survey were included in “The Distribution of Organs
for Transplantation: Expectations and Practices™ published in August 1990 by the Department’s Office
of the Inspector General, That report states “we found that in 2 national public opinion poll
conynissioned by, the OPTN itself, aver 73 percent of respondents disagreed with the statement that
‘donor organs should g6 10 someone in the area where the donor lived.”™™ (footnote omitted).

UNOS conducted another survey in early 1994, in which a number of questons were asked ©
1,752 people, divided among 3 groups; the general public, transplant recipients and waiting patients.
The results were consistent with the prior survey results:

- 60% of respondents across-the-board assigned the lowest priority to “keeping organs
locally™;

- more than half of the respondents gave the highest priority 10 "the most critically il
patients;

- most importantly, of the non-donors surveyed, 66% would be more likely to donate to 2
natipnai systemn of organ sharing, while only 19% would be more likely to donate if
organs are kept locally.

These survey results are very much what one would expect from persons who choose to donate organs.
Gererally families who agree (o donate a deceased loved one's vital organs do so with the hope of
helping critically ill patients five. Tt makes no difference to them where the recipient lives; the
important factor is that Gw recipient is saved from imminent death, The family’s grief is helped by the
thought that 2 another person is saved from death and the recipient's family can avoid similar grief.

Notwithstanding these survey results, UNOS continues to propose a liver allocation and
distribution systemn which, according to the resulis of the UNOS model (1} keeps 78% of donated
organs locally, {2} iransplants 35% t 40% of donated livers into Status 3 and 4 patients (the least
critically illy, and (3) shares only 4% of donated livers ont @ riational basis. If the two survey results are
to be believed, the current system of liver allocation and distmbution is one reason that liver donation
rates are not Improving.

You will also hear argumnents that by increasing organ donation rates across the country, the
allocation and distribution problems can be eliminated. By itself, such siaemems are accurate, but
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they avoid the issue. The real questions are "how do you increase donation rates,” "how long will it
take to reach the needed levels," and "how do you save lives in the interim.” According to the two
UNOS survey results, one answer to the question “how to increase donation rates” is to change the
allocation and disFﬁbution system so that (1) more gritically ill patients receive donated organs, and (2)
more donated organs are shared nationally.
|

If donation rates increase significantly in 3 or 4 or 3 years, any allocation and distribution
system will work reasonably well for patients. But what happens before the donation rates rise o the
necessary levels? UPMC believes that we should change the allocation and distribution sysiem, so that
more patients per year are saved while we work to improve donation raes.

H

» LHecion Patients.

You will also hear arguments that larger geographic sharing of donawed livers will result in
establishing a few large volume, regional centers which will cause patients 1o travel great distances 0
TeCeIve 4 uanspiafﬁ, thereby disadvantaging the poor. Such sttements are pure speculation. It is
likely that some liver transplant programs will close, but some transplant programs close or suspend
operations every year. For example, in 1995, nine registered liver programs did not perform any
rransplants.  Usually, programs close because their quality of care is low and they cannot atiract
patients or they 1ose their transplant surgeon. If tramsplant programs begin to close, the most likely
reason is not more organ sharing, but rather the programs’ poor post transplant survival rates. Patients
are better served by not being transplanted at centers with very high mortality rates.

The transplant comununity recognizes that some areas are overserved with liver transplant
programs. For example, Ohio has six transplant programs and a surgeon from Ohio who testified at
the hearing indicated that area may not truly need that muany programs. In states like Kansas, Alabama,
New Mexico, South Carolina, New Jersey, the District of Columbia and lowa with only one liver
wansplant program cach, patient demand for those programs would not be so low that the programs
would cease operating. On the other hand, it is possible that one or more programs in states like Texas
{with 9, Missouri {with 6}, California (with 1), Penmsyivania {(with 7} and Louisiana {with 3) may
cease operation dug %w lack of patient demand,

Wider geographic s?mizzé should increase patient choice and quality of care. With wider
geographic sharing, patients can choose a center based on such factors as location, mortality risk,
special programs o rear special diseases and other important factors without having to worry about
size of the waiting list. With wider geographic sharing and the exisung medical status definitions, a
patient can be assuréd that he or she will be offered an organ from a large geographic area when he or
she is the mosi appropriate and sickest patient in that large area. In other words, lengih of the waiting
list and waiting times becomes almost a non-factor in the patient’s decision, For example, a patient
with a rare or umsual diagnosis who cannot be treated at a local center can go (0 a center where the
disease can be treated effectively without fear of a long waiting hist. Likewise, a patient living near a
center in an urban area with a long waiting list can go to the local center without fear of the length of
the list, : ’



CONCLUSION

The UPMUC proposal before this Panel is one that has been formulated based on the best
jimerests of the patienys, That premise is the basis for NOTA, the OPTN and all ransplant programs.
The UPMC proposal does not change the medical eriteria which have been established by the transplant
community. It simply removes the artificial geographic limitations t0 the distribution of organs based
on the medical criteria. When an organ can be safely transported from Oklahoma City to Dallas and
transplanted in a Stats 1 patient (Rex Voss), it should not be first offered t0 a Status 4 or Status 3
patient in Oklatioma City. Such a system is unfair to patients and adversely affects donation.

The fundamental question is:

If the allocation of organs according to medical urgency stans is fair and
;zppmprzatf: in the local OPO area, why should that sysiem not be used
fof the largest geographic area in which the organ can be safely
transporied and transplanted?

Not one person has testified that wider geographic sharing of organs sccording o medical staws is not
the fairest mzimé for patients.  The testimony from opponents has been either t}zaz we ought to move
toward the goal raore slowiy or that the goal of more sharing wall hurt “my center.” To those who say
move slowly, UPMC says that UNOS has been iooking at the issue for sxx years. How much more
slowly can we go? To those who say more sharing may harm “my center,’ * the Answer should be that
benefit 1o patients t‘:omes before benefit to centers, .
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RE: Varying Medicaid Rules Regarding Liver Transplantation
Dear Gentiemen:

At the recent hearings convened by the Department of Health
and Human Services on the issues of organ donation and allocating donated
livers, members of the hearing panel raised questions concerning state
Medicaid rules for liver transplantation. The focus of the guestions seemed
to be access to transplantation and what effect, if any, a change i liver
allocation pohicy would have on the ability of Medicaid patients to receive a
transplant.
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At the conclusion of the hearings, my client, the University of
Pittsburgh Medical Center “UPMC™), together with an independent
consulting firm, CONSAD Ressarch Corporation, undertock to gather as
much information as possible on these lssues. As you know from
Dr. MarkiJoensen's testimony at the hearing, CONSAD is very
knowledgeable in this pelicy arena. The purpose of this letter is to share that
information with you. '

. Based on contacts with Medicaid offices in each state, UPMC
and CONSAD found that all states will cover liver transplants for qualified
Meadicaid re»::zpmms at an in-state or out-of-state transplant center. Six
states eover liver transplantation only for juvemle Medicaid patients. As you
may know, fourteen states have no approved in-state liver transplant
programs; so naturally Medicaid recipients from those states must go out of
state. A number of states such as Alabama, Arkansas, Delaware, Kentucky,
Massachuseits, New Hampshire, West Virginia and Maine, allow Medicaid
patients to be transplanted at any facility to which they are referred by their
physician as long as that facility meets the states’ standards and will accept .
the offered payvment, even if there are also in-state liver transplant programs.
In all of the states, the costs to be paid by Medicaid include transportation
costs, Often, per diem expenses for the patient and a companion are also
covered on a case-by-case basis. Some additional results of the survey of
Medicaid f}mgrams appears in Attachment 1.

. Although there are some variations, particularly in states where
there is significant penetration of HMOs into the Medicaid market, the states
appear to apply similar criteria for evaluating transplant centers for )
Medicasd patients. States look at such factors as Medicare approval, number
of transplants and survival rates, reputation of the center and location in or
near the state. Although some states appear to have formal Medicaid
certification processes, most do not; instead they handle both in-state and
out-of-state transplants under either g formal or informal agreement. In
states such as Delaware, Ilinois, Tennessee, Massachusstts, Utah and New
York, which have large portions of their Medicaid recipients in HMOs, the
HMOs contract with transplant centers that meet the HMO's criteria and are
willing to accept their terms. In all, 28 states currently cover at least some of ,
their Medicaid population through managed care providers. Thirteen
aéditionaﬁsiates are in the early states of developing a formal managed care *
program fc?r Medicaid patients.

| In addition to contacting the various Medicaid offices, UPMC
also collected data from several of the larger urban liver transplant centers
concerning the number of transplants that they performed for Medicaid
patients in the last few years, as well as the number of in-state and out-of-

p

WADIG - BIBOIT . BR8BHLE 8



state Medicaid patients on their waiting lists in November, 1996, These
results suggest that the larger transplant centers are transplanting
substantial numbers of Medicaid patients from outside their local areas.
These patients come from states with no transplant centers, as well as from
states where the in-state transplant centers are not able to list the patient
because the centers lack appropriate expertise. Many children fall into this

category. '

One of the reasons that these centers treat significant Medicaid

populations is obvious, that is, their geographic proximity to locations with -

large Medicaid populations. Others are not so obvious. Generally, these
large centers have the expertise to transplant the most difficult cases and
these programs have some of the hest risk-adjusted survival rates in the
country. Also, mosgt of these centers have policies Like the policy at UPMC.
UPMC will accept and transplant a patient utilizing Medicaid coverage, so
long as the patient’s state approves, even if UPMC has no extant contract
with the state or if the state's reimbursement rate is below that of
Pennsylvania.

The core concept of wider geographic sharing of organs is that
the sickest patient in a wide geographic area will be offered a compatible
organ before it is offered to a less sick patient. Based upon the sbove findings
and the computer modeling results of both CONSAD and UNOS, GPMC
believes that access to liver transplants for Medicaid patients will not be
adversely affected and, in many cases, will be improved if there is broader
g&ogmpi‘zié‘ sharing of donated livers.

~ As a background matter, it is important to note that when one
looks at the UNOS map of the geographic distribution of transplant centers,
the 3% transplant centers which performed 35 or more transplants in 1995
are located in or near the largest population areas of the country. They are
also located in or near the cities with the largest number and concentration of
Medicaid recipients. These centers are in cities such as Boston, New York,
Chicago, Pittsburgh, Baltimore, Miami, Atlanta, Dallas, St. Louis, Los
Angeles, San Francisco, and Cleveland. As reflected in the data from these
programs, these centers accept referrals from and serve a large number of
Medicaid recipients. Many of these Medicaid patients are from the Jocal
areas served by those centers, but a portion of each center’s Medicaid
patients are referrals from outside areas.

{

Under an allocation system calling for broader geographic
sharing of livers, it i3 probable that some of the small transplant programs
which have the poorest survival outcomes will close, since the artificial
incentive to choose those centers because of shorter waiting times would be
negated, Generally, but not in all cases, those centers performing 12 or fewer
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transplants per year have the worst survival rates. Since most state
Medicaid programs already utilize Medicare approval as a measure of quality
in seeking care for their Medicaid beneficiaries, it is unlikely that such small
centers serve g large Medicaid population.

. Some witnesses at the hearing (such as those from Tennessee,
Alabama, South Carohina and Colorade) ramused concerns that most small and
medium-sized transplant centers, inciuding theirs, would close and leave only
a few regional mega-centers for all transplants if wider geographic sharing of
organs is implemented. That scenario is unrealistic. It is unlikely that
programs in states like Kansas, Nebraska, Utah, Alabama, South Carolina,
New Jersey, or lowa (states with only one in-state program) will be adversely
affected by wider geographic sharing of organs. Each of these programs
performed 25 or more liver transplants in 1995 and has survival rates and
reputations that attract patient referrals, including referrals of Medicaid
patients. In Tennessee, the two non-pediatric programs each perform more
than 25 transplants per vear and attract patients from Tennessee and from
other states. In Colorado, one center performed 62 transplants in 1995, while
the other center performed one each in 1994 and 1995. The large center is
well known 'and draws patlents from several states, including Madicaid
patients froxn Wyoming,

' We would note that the current UNOS local-regional-national
svstem does not necessarily benefit Medicaid patients in states where there
are approveé m-state trazxapiant centers. A good examyple of this is
Wisconsin. I\&edxcm{i patients in northern Wisconsin, unless medically )
necessary tcz do otherwise, list at transplant centers in Minnesota. Under the
current local- -regional-national system, a compatible liver donated in
Wisconsin will be offered to a patient on a waiting list at one of the three
Wisconsia transplant centers before being offered to patients in Region 7
which includes the Wisconsin Medicaid patient listed in Minnesota, even if
the Medicaid patient is more medically urgent.

Patients in some fourteen states with no in-state liver
transplant program will not be adversely affected by wider sharing of livers
because they will continue to go out of state. In fact, some patients may have
improved access with wider geographic sharing. For example, Arkansas
Medicaid patients often seek liver transplantation in Memphis, Tennessee,
since Arkansas has no in-state program. Arkansas is in UNOS Region 3
while Tennessee is in Region 11. Under the current local-regional-national
system, a liver donated in Arkansas will more likely go to a patient at &
center in Regien 3 (maybe Alabama, Georgia or Florida) rather than to the
nearby Medicaid patient in Memphis, who may be more medically urgent.
Broader geographic sharing will more effectively allocate organs to the more
medically urgent patients.
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Moreover, as you are aware, more and more states are utilizing
managed care in their Medicaid programs. In many of these states, the HMO
contracts with transplant centers outside the state. Tennessee is a good
example. There are eleven HMOs that serve Tennessee Medicaid recipients.
At least two of the HMOs contract with large liver transplant centers
throughout the country, as well as in Tennessee, Two of the three transplant
programs in Tennessee are not participants in some of the HMO networks.
For Medicaid pregrams using HMOs with out-of-state transplant networks,

Medicaid pays for transplants wherever they are performed. In the eventofa .

closure of any transplant program it is reasonable to believe that HMO
networks would establish new agreements in order to continue to provide
access to liver transplantation for all the HMO patients, both Medicaid and
non-Medicaid.

H .

~ Finally, concern was also expressed at the hearing about
pediatric transplant patients. Such patients, whether their transplants are
paid for by Medicaid or otherwise, have more equitable access to donated
organs under a system with wider geographic sharing than under the current
svstem. In several states, such as Hawail, Virginia, South Dakota, Montana,
Oklahoma and Wyoming, Medicaid will only pay for Hiver transplants for
patients under ages 18 or 21. As was brought out in the testimony to yvour
panel, there are a lunited number of programs which will perform pediatric
transplants due to the complex surgery. UNOS reported in the summer of
1996 that their compuier model showed that more livers would be offered for
pediatric transplants under alternative policies with broader geographic
sharing than under the current system. Thus, for this segment of Medicaid
patients, broader geographic sharing increases their access to organ
transplantation.

As reflected in the computer mods! analyses, CONSAD and
UNOS results show that ali patients, including Medicaid patients, have a
more equztab}e chance to receive a donated organ under a system that uses
larger geographm sharing. The real access problem for Medicaid recipients,
as for all Liver transplant patients, is equal access to available organs. The
average waiting times calculated by the CONSAD computer model
demonstrate that there are significant disparities in the times that patients
{(including Medicaid patients) must wait for a liver transplant in different
parts of the country. The shortest average waiting times are in UNOS
Regions 3 (southeast U.8)), 6 (northwest 11.5.), and 11 (mid-Atlantic), thrae
areas with few large population centers and relatively small Medicaid _
populations. The longest average waiting times are in Regions 7 (upper mid-
west), 9 (New York state), 5 (California and southwest), and 2 (upper mid-
Atlantic), fmzr areas having seversl large population centers and relatively
large Mediceid populations. If organs are shared throughout larger
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g’eographac areas, Medicaid recipients, and all patients on the waiting list
will have more equal access to available organs. Data presented in
Attachment 2 indicate that currently more Medicaid recipients hive in
geographic areas with longer average waiting times than in areas wz:h
shorter wmtmg times.

; Under the current liver allocation system, a significant number
of Medicaid-eligible patienis, L.e. those living in large urban areas containing
major transplant centers, are faced with the undesirable choice of listing with
a hospital close to home where there is likely to be a long (perhaps too long)
waiting list or to list at a smaller, higher-risk center with less favorable
patient outcomes farther from home just to be assured of getting a liver in
time. Much of the discussion pertaining to alternative national allocation
policies has focused on the impact of alternative policies on small centers.
Data presented in Attachment 2 indicate that the Medicaid population that |
resides in the viginity of small centers comprises only four percent of the total *
Medicaid population. Many more Medicaid recipients {40 percent) live in the
vicinity of large centers. Moreover, 46 percent of the Medicaid population do
not live near a transplant center. These patients are more likely to travel to
large centers than to small centers. Simply stated, wider sharing of donor
livers will equalize this access and will benefit Medicaid recipients, not harm

them.

" I hope this information is useful as you continue your
&eizberatmn&s

Sincerely,

el P. Dunst

i
€

Attachments

NG - 8360071 - $388911.00

t



Attachment 1: | Summary of Results From Survey of State Medicaid Offices’

H

 Medicaid |

Permit Medicaid recipients to g 0 an na:»:&?-'ste 50
fiver transplanticenters

Cover travel expenses out-of-state 50
Contract only with small volume medical centers 1
Cover a sizeable portion of Medicaid patients 18

through managed care programs

Cover some portion of Medicaid patients through 26
managed care programs
i

Sourgce: CONSAD Research Qurporation

" Survey responses were obtained from all fifty states,



Atachment 2: | Proportion of Medicaid Population Residing in Communities With giyer
Transplant Programs with Different Annual Volumes and Waiting,

Times
Percent of All Medicaid
. Recipients
MEAS with {ea_s;g“&-volu me fiver transplant ceniers 40%
MSAs with mediume-volume liver transplant centers 10%
{and no targe-volume centers)
MSAs with only small-volume centers 4%

shorter than the nationat average

UNOS Regions with average walting times that are 55%
ienger than the national average

UNOS Regions }with average waiting times that are o 17%
a least 20 percent shorter than the nationsl
BYETBGE

UNOS Regions with average waiting times that are 37%
at least 20 percent longer than the national
average i

Source: Curent Population Study, U.S. Buresu of the Census

MBA - Metropoliian Statistical Ares

Large-volume centers perform 35 or more transplants annually,
Medium-volume centers perform 12 to 34 transpiants annually.
Small.-volume centers perform les than 12 transplants annually.
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L

From: James F. Burdick, UNOS President
Subjeet:  DHHSACiver Allgoation
{Date: November 11, 1998

t

Please read the attached detier from Assistant Secretary for Healih, Pil Lee, MD and the
accompanying Federyl Registor netice. This may well be the single o sigaifican:
cammut;imﬁm LINDS bus over restived from DHBES.

We understand that the decisions apnounced in Dr, [oe’s lstter resalied most directly from
dissussions 3t the highest levels of DHMS over the past fow weeks relating 1o cortain
corsespondeace alleged to have bees sent 10 the President by 1 financial comributor swhe
is reporicdly aot involved in transpiantation personally, UNOS way not consulted
regirding tiese decisions, nor were we privy 1o the discussions. Despite repeated requnsts,
wy have been nnable 10 ablain 3 copy of the letter, and wa were informed that DHES s ff

were not free to disonss the meetings. We have bosn 1otd vorbally that neithar the Jerter

ot the personal note from the Pregident to Seeretary Shalals sccompanying the tever and
reqiesting & rcsponse are subjacl to reicase under the Froedom of Infarmation Actoven
though the letes has bad an obvious and profound impact o DHHS's position.

Thisise zﬁm! Trme 18 the tzsst«y of the (}l'm Sithe Mpimt zomIBuniry s sbility fo

oo

. detormino the policics and madards for the field 'kt Tuke’s” The Nitional Organ
NTmuplthWcl&ﬂ!yﬁm}(nwemvmWﬁ?mm 0 G

s e o

wbzch
Has the legal tésponaibility for develoging |
criteria Tov organ allosition] Neverheless, Dr. Lec's ferter states DHHS' intention for
Secretary Shalsls to determine “which of the liver allocation poficies promiscs thre best
2 suls forthe patients of America™ and 4o then “subimic s OMEB the texr for x final nly that

cmbuaidies tiafe Sceretary's decision rogarding Bver allocstion.” -

A L VR Y YAl

¥ suongly u;*ge You to tvaif yz:‘nu%eif of cvery possible oppartunity 0 make your voice

hexrd as effcerively as possible in this matter, Many in the tcasplat commmnity bave
slready contacted their clesied representatives, ami you may want 16 consider such an
aotion,

This issue is simple: will the transplant community ultimately decide poliey? An arbitrry,
paorly considersd, or politicaily expediont decision by Govemment saff could by »
tragedy for wransplant paticnts. 10 s inporative that the cxtensive work and insigh
achioved over the past several years by the irsnsplant commnunity working theongh UNOS
mist e Yost, | encournge you to take spprapriate supportive action t enture that the LINOS
process be proscrved. 1§ you neod sciensific data or information reparding UNOS policy,
please cafl the LUINOS stall for assiztance, The UMNOS Roard of Dirctsors will discuss this

MANEr At ity mesting November 13-18 in Bogton, and we will repart suy new”

developments i you a4 scon as possible.
i
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Novembrer 22, 1996 : Vi K. Sorbam

Dewr Trimspim C:::l!caguc,

1 need your help The mpomm privilege and mponsxmtry we in the transpiamt Community
bave hed for the pust ten yeurs to collectively dcvclop mhspiant mnﬁaz'ds md pe!:ny thma@

Please gond mo g letter addresyed to Dorms Shalala, Secretary of Health snd Human Services,
200 Independencs Ave, S.W., Rovm 615%, Washinglou D.C. 02201, en your institution’s
mmmmWwwMmem :iuspal:cvmd stzndm-d-scmng ﬁmnon mw
the Governmamt. Ploose do it wday, Tnsnd o re

Bav. gastern thne, 1 om askisg m{m in :hc zmrm:!am mmmumty 10 wme leum, whmh 1
will personially deliver to DHES 3 5 demonstration of our desire to kesp the responsibility for
deciding 2be zzmizcai sriverin for organ allocation inthe OPTN

1t sppems z::az z}m 3 decision t take the policy-making role Into the Governmept so that
Secretary Shalala could detcrmine which Iiver allocation pelicy should bs fmposed on tie
tmnspmmtymmed,mmw'&e esroneous Tmpression that 2 sgbsuntial rumber
n the tramsphmt cotmmunity support weh 1 move, &gmmm:mmbamwmwam

mgre than 95% favur keeping this fmetion i the private sector transplant community, something

I wantto dmmm w&wm&y 2 :&z Government's mgs ou Decemnber 10and 11,

T also strongly eticourage you to convey this message to your lected roprosentatives, mﬁ my
strong advice rz‘gat’dmgﬁm upcomming heacings 7t $hat you seqoest 10 be heard on fhis uue. This
js the {irst time in e tenyear history of the QPTN thist DHHES has taken this position regding
the respective rofes of the Government and UNOS. Therefore, this may be the only epportunity
to effectively convey your opposition o this fundementi ch:nge s how transpiat pqlicy i
made,

I is surely trie ﬁmﬁmmmmy diffirwnt opinions in the tanvplant commmnity about the best
way w allvcate organs.. However, the existance of mch. differcoces, which are often voiced
vigerously should not be taken a3 gvidence tha commmmity dexires the Government to subwmc.
mspausiﬁnhw for choosing which allecaton symem to pué fro plase,

i

Please fax ym lotter to ane of the following fax mnnbem at tee UNCS office and mail the
original immedimiy (804} 330:8507 .
L (804) 330-8517 :
| . (804) 330.3593 :
- (80433271449
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Cleveland Plain Lealer
Sunday, February 2, 1997

or the

person
to die

First of five grticles

By TED WENDLING.,
<JOAN MAZZOLINI
and DAVE DAVIS

PLAIN DEALER RERORTERS

For 99 days, Linda Robinson had
been waiting for sameone to die.

On the night of Aug. 26, as Linda went
about the monotony of tidying up her
room on the ninth floor of the Cleveland
Clinic and preparing for bed, a repre-
sentative of LifeBanc was phoning Te-
resa Duke, the Clinic’s thoracic organ
coordinator. A 44-year-old woman in
Columbus had died of a stroke and her
family had agreed to donate her organs,

In an act of pure altruism by grieving
strangers, a heart, matching Linda's in
bleod type and size, was being offered
o the Clinic for transplantation. The
hzart was the first maich the Clinic had
been offered for Linda since her hospi-
talization May 20. )

Altheugh Linda's wait had been
shorter than many Clinic heart trans-
plant patients', the unceriainty had be-
eome Derve-wracking.

Just three days earlier, doctors had 1o
shock hier heart te stabilize har srratic
heartbeat. The jolt left scars oo her
chest angd back. it aisg Jeft an ind=fible
psychological scar, driving home the re-
alization that, after two open-beart sur-
geries, her 37.year-old heart was not
going o lazt much longer,

She- urgently needed a transplant,

And although shie was niot in the habit of

. wishing ill on cthers, that meant some-
one had 1o die. Soon. - :

Blind trust

Thirty years after Sahth African sur-
geon Christiasn Barnard lpro!ongcd the
life of a 55-year-old man for 18 days by
performing the first heart transplant,
the American public is as ambivalent as
ever about the social, moral and psy-
chological implications of transplanting
the living organs of one person into an-
other. -

- 'While the wizardry of modern med-
icine allows docters 1o seemingly confer
immortality on those whose vita! organs
have begun to fail, many people — often
because of the distrust, ignorance or
- sheer grief of their survivers — con-
tinue to take those organs to their
graves, :

Bur while donations heve remained
relatively stagnant, the number of hos-
pitals performing transplants has more
than doubled since 1938, Because trans.
plants have hacome seo commeonplace,
the number of people who have dird
waiting for organs has doubled, too.

Haspitals, striving to remain competi-
tive, raise their pro in their conumn.
nities and. claim & pisce of the
multibillion-deliar transplant market,
have sg;nt millions of dollars to atart
trans rograms.

plantp SEE LINDA!1Z-4
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. Eight years ago, 118 hospitals
avere doing heart transplants. To-
day, there are 166. For liver
sranspiantation, the pumber of
gmgrnms has grown from 70 in
1988 t0 118 roday. :

Likewise, the number of people
waiting for an organ transplagt
has tripled, topping 50000 last
~month.,

Like Linda most of those pa.
tients know virtually nothin

abput the hogpitals, surgsons angd

national organ-allocation system
charged with saving their Hves,
relying simpiy on blind trust,

. “it's amazing to me,” said Ju.
dith B. #raslow, director of the
.8 Department of Health and
Human Services’ Division of Or-
gar Transpigatation. VYou benr
peopie say, '] heard he was a big
doctor.” What's a 'big doctor?” It
dossn’t mean aaything, but the
average persen doesn't want o
know mush, :

“The zverage patieni wanis o
‘ga, get their rransplant, get bener
ang pet off the list. They have ong
goai” T

That's gertainly true of, Linda.
Whesn shie entered the Clinic, she
gwnt know hpw many heart
transpiants the Clinic bad done,
what 118 sunival rate was or bow
s waling tme compared o
other rransplant centers.

She ziso knew nothing about a
troubling 1ssue that centers don't
giseuss with panenmisr The num-
ber of hearts turnad gown, for
medical or nsnmedical reasong,
that were later rransplanted inta
patienis al olher venters, |

“1 just xnow it's something 've
gotto 4o 10 get out of here,” Linda
said. 'l just wan? to make surg if’s
& good mateh, ™

Luckily for Linda, her insur-
-ance company, Travelers, has 5
contrae? wirk the Clinie's heayt
transpian! program a3 one of jts
“ceniers of excellenve.” The
Clinic has gne of the top cardiac
programs in the coyniry, and iis
doctors performed 88 heart trans-
piants it 1995, more than all but
Ahree tther centers. The nationsd
sgvarage was 14, |

Lompared 1 the sther pro.
grams, the Clinjc also has a betier
one-year survival rate (B9 per
cent vs, 82 percenty, and a rea.
sonabie median waiting tme (149
days), and turns down almost no
-oygans for nonmedical reasons.

L]

H

f

H

“It’s time” -

.. B was 1:20 am. o Augii i
.when a ourse fipped the light
« switck in Linda's room,

rousing
‘her from a deep sleep. A Clinic

heart procurement tsani would
* e Aying fo Columbus to take o
- 1ooK gt the 44-year-old stroke vic.
ctim's heart, which had besn

matched for Linda through the
United Network for Organ Shar-
Jing. URDS, an orgg databiank in
Richmond, Ve, the federal
contract 1o distribute grgans na-

., Honwide.

. “I san't believe it! I'm not
Treadyt” Linda stammered ag she
stricd to rempember ihe phone
“aumbars of the prople she had
*promised to call, *“I'm s0 svared. I
Lantbelieve it.,”
. Thers was, of course ker hus.
“pand, George, who was back in
Tyrevie, the small contral Ponne
sylvanis town in which she had

Erownup. -

1 Also ber nom, Ritn Miller, who
“was staying at the Ronald
‘McDonald House ox Euclid Ave.
.. ‘George, it's lime,” Linda said,

‘her voice quivering.
o “Are you sure?” be gnswered,
* shaking himgelf awake, He began
10 CrY.
T "Please drive careful” Linda
-gaid. *1 jove vou. I'il see you when
Jwakeup”
. George, 36, a8 self-avowed “old
-hillbilly,” used to be a long
“distance trucker. He guit after
Linds was hospitalized, taking a
Jocal eonstruction job so that he
o -wonldn’t be on the road if some-
‘“thing happened.
' Beingi 2 zrg;_:kerh George had
spent plenty of nights driving in
the fast lane. Bul even makin,
good time, the tnp o Clevalan
would be 415 hours. He couldn®
. be expected 1o armive before 6:30
A,
. In Rita’s room, the v the
. Clinie had given her finally went
off. By the ume & (linit police of-
ficer delivered her to the hospital,
she was frantic.
. “lI know we were wailing sl

this time, but I'm s0 scared,” she
gaid. “I'm just hoping this heart
Hikes her as much sy she tikesit.”
Even though the hour was late,
the ninth fioor was abuzz with 8o~
dvity as the nursing staff pre-
4 1o move Linds to the card- -
1ac intensive-care unit on the fifth

oor.

“'m hoping it ulf goes well be-
cause she's resily 2 special per-
son,” said nurse Jennifer Uliman,
“1 don't know how I would toler-
ste being here day afrer day, She
deeprvas to have 5 lfe, She's

y Moson  Grimaldi, another
rurse, was beaming.

“For me, i's & really sxciting
time when somebody gets &
heart, she said, *It's like you feel
iike they're going to have a baby
or sornathing. The hatr goes upon
my prms.*

As Linds was being wheeled
down the hall, her mind was rac-
ing. One foreboding thought lin.
gered: What if this turms out to be
a dry ron?

A dry run is the ordes? of gatv

ing prepped for surgery, only to
find out that the organ 15 gnsuit-
abie for transplent. Roughly one-
fiflth of the trips Clinic hesr! pro-
surement teams make o inspect
dognor hearis turn out 1o be dry
runs — the judgment call being

made that, upon close § tion,
the organ is toc marginal o ac-
€ep

T .

That's g;haé hﬁ& heppened to
Linda’s friend, Nancy Vigneau.
On Aug. 15, as Nancy, 46, was be-
ing pmtgped for 2 heart wrang.
piant, the -Clinie's procurement
team lesder called from Colume
bus to inforss Nancy's surgeon
that the donor hoart was dam-
aged.
The puychological effeet on
Nancy bhad been devastating.
¥pur days Ister, the Brooklyn
womsn suffered e hesrt ariack.
She subsequently underwent
span-heart surgery iy which she
received a Hea t¢, & mechan-
ical device that emiporarily aide
the weakened beart in the ab-
sence of4 donor,

“1 wigh she’d have got her
haart, (z0d love her,” Linda said.
;‘é just hope that doesn’t bappen

m‘” .

The death watch ’

While the ICU nurses and an
anesthegiologist prepped Linds,
Rita sat zlone in the waiting
room, clutching g bax of Kleenex.



The ok read 310 sm. A
"“Taxi” revan played on the oven
hend TV set a5 Rita dabbed a1 ey

£yes.

Watrching her daughter strug-
gl to live for so many years had
taken its {oll on Rita. Linda, the
eldest of Rita's five children, had
been stricken with undiagnosed
rheumstic fever as 8 and
uhderwent spen-heart surgery 1
replace & valve in 1972, when she
was just 13, She mubssquently suf-
fered a stroke, ‘

She recovered, but when she
had enother siroke in 1988, fol-
iowsd again by open-heart sur-
gery and replacement of the same
valve, it became apparent to Rita
that i Linda was going 10 outlive
her, she would need 4 new heart,

landa bas wiral cardiomyop-
athy. ar. ealarging of the heart It
ts the most common diagnosis
amang hear{ iranspian! patients,
atfliciing 2 Hittie more than half of
those who receive wansplants,

Waorrying about Linda had bean
enocugh of a burden, bt Rima, who
is 55 vears old and divarced, also
had ber own heaith problems,
having recent!y been diagnosed
with canger of the breast amd
lymiph nodes, That required her
i drive the 250 miles back 10 Al
toona. Pa,, for her chemotherapy
eatments,  after  which  she
waid retum o Cleveland to be
by Linda's side,

“This time, | really felt bad,”
she said of her latest chemo sese
sion. 7f kad to lie down when I gt
here. Twe turses up thers [on
Linda's fioor] goi me abed.”

Since Linda's hospitalization,
Rita has been haunted by helicop-
ters, wongdering every lime she
hears the distinctive whap whep
whap of the Metrg Life-Flight
chopper whether it carries “Lin-
da'shear” -

For same who wait, the death
watth becomes a topic of gallows
humor, said Teress [Duke, the
Clinie's tharacic orgon coordina-
tor. A few patients cope with their
fear and guilt, she said, by “jok-
ing around sboyl sitdng at their
windows with binoculars, looking
for motorcyciists™ o crash,

The call

"Hundreds of

At 5:03 a.10,, the phone rang in
the 1ICU. Dr. James McCarthy,
the surgesn wha had flown o o
lurobus for the procurement, had
bad news. The siroke viekim's
Beart was no good. :

In an instant, all the hope, &x-

gitement and expectancy of a
night of magic were replaced by a
sorTow o profound it zeemed as
though sveryone in the room had
dicg}amm < Rita said a3
“You're kidding,” 3aid
she began to sob. “Oh baby giri,
babygul,...”

Tinds, the color drsined from’
. her face, stared

straight ahead
“'ve had bad hick for so fong, |
don’t need any more,” she said,

As she wried to comfort her

racing dows Interstate 80
early-moraing darkpess, w
%abumwhﬁbwhewasxomgtc
il
“He drove s far for nothing,”
Linde said. “T don"t ook forwerd

mu:m,mmmhta:% ’
worey-

to teiling him, He'’s going to be so

upser.”
Room with 2 view

From the ninth floor of the
Clinic’s "G Towser, home to those
awaiting heart traasplants, pa-
tienis ca:,n mémpigfte tg: ctizg»
{: and roo §
é’;’; Lide and w% the traffic un
busy Euclid Ave,

perspective ot be frus-
trating, but for patiests who are
tethered to IVs and rolling heart
monilors, # offers a reprieve from
television and the obsessive -
tention they must pay 1o their

-huge daily ¢oges of medication.

u! that's net true for Linda,
wht with getlg from hea megi
transforme e gpartan bospi
TOOm Nt A makeshif? home.
i get-well  cards,
drewings* and  photographs
w the wallz of G286,

"1 got that 3-D gcuzzle,‘f 1inds
had said on Day 90, pointing to
har Cinderslia’s castle puzie,
ot of she had finighed. "1

told myself when I finich that

2, that ni I get m
g::zlﬁ Weil, thag?b&n %mmi
fors ww}, and ] 281 don't have

m}rmham _

provements in tansplanta.
tion -— pew medications and ven-
tricular  assist  devices, which
ksep failing hesrts beating —
have increassd the short-term
survival rate. Considered Hittie
mere than experiments 15 years
4go, beart transplents are routine
enough inday tha! their sverage
$250,000 cost is covered by Medi-

“care, Medicaid and private insur-

ance.
. But with donor organs being so
scarce, the ropid medical ag-
vances have brought with them
bigger waiting lists, longer wait-
ing times and a greater chanoee af

dying while waiting for an orgais
Eight years ago, four

died every day waiting for an

gen. By 1992 that number e

seven. Today, it is above aine. T

lant, & 1 received one i

085 and 770 peopie. died waig

Rt - r . 21':

Tmonmyway
. 30 was a¥weltering day

A and G&:m Robinga

covidnt move from the !ivi.b{
room ouch. He had besn thinky
ing about mowing the lawn, bug
he couldn suay out of his daw
pression. AL he felt like doing
wis lying sround. S

-Since Linda's bospitalizatio,
her doctors had been forced to
gbock her heart seven times. to
keep it going. “The nurses down
there gasd they had never brought
somebody back to life that many
times* ghe had twid George
matter-of-facily.

George was stil] confident thay
Linda wes irs goodhands, but shé
nad been waiting in the hospitad
for a new heart for more theg
three months pov. What if she
died waiting? He vould be alone.

George and Lads didn't have
wiiidren, Linde had leamed the
bard way that she would naver be
B mother, having been told wnly
&ftey o muscarviage at age 21 that

blosd-thinning medicatisn
#he had taken moade itimpossible,
ZGeorge was getting another ive
4ta when the phone rang. It was
Z30pm. ) )

“Honey, it's time,” Linds said,
bying o conceal her fear. *Now
don™t get too excited. Remember
what happened last time, They've
g0l anuther heart, but they have
tocheck it out.”

The clock was running. Four-
and-s-hall hours stood between
them, so George didn't waste
words,

“I'm on my way,” he said, *f
jove you ™

First, Gearge had.&o pick up
Rita. To save time, Ht deg;dad 10
take the route that went by Ty.
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rone Area High School. But jtwas
Friday, and tbe school was piay-
ing its arch-rival, Beliwood, in
foothall. It was a big event in the
smajl town, and hundreds of peo-
ple already had clogged the
serests by 3pam.

“f told her that when | got the
call, I'd be there before they 10k
her in,” George said, recajling his
late arrival the morning of Lin-
da's dry run. “No matter what, I'd
be there ”

Code Blue &

Fariey Ler was filling out pa-
perwgrk at the Chnics sinth-
foor nursing station when Lin-
da’s  heart moniter sounded.
Linda bad been working on an-
gther jigsaw puzile - the same
one 3he had been noodiing aver
for two weeks -- when she
jearned that 2 heart had beern of-
fered for her. lnitialiy, she had
taken the news calmly, but within
minutes har heart was racing out
of control,

Lee reached ihe room firsi
finding Linda onthe phone.

*{don't frelgood.” Linda said.

“Get back in bed,” the nurse or-
dered,

Linda's nomma) heart rate was
ahouct 90 beats 2 minute, byl as
the Clirmic staff rushad intg her
room, they'could see £ was a1 126
and rising. Theyv put her an oxy-
gen, siarted an ERG and calied a
“Code Blue " Itwas 305 pm. |

The nurses knew Linds was in
trouble. They alse Knew there
would be no transplant that night
if they couldn’t slaw her heart-
bheat. }

When Linda's  beartbeat
reached 150, the paddlas were
brought out to shogk her. P

“ir's the same rhythm you did
last we2k on us,” said Dr Mat-
thew G Deedy. “You feeling
Or2”

“Yep,” Linda said weakly, the
axveen mask muffiing hervoios,

Linga was snxious, but she also
was slert and responsive, Deedy
decided to give her heart time to
slow irself, rather than shock her
or administer drugs. Fither e of
those measures gouid jeopardize
her chances of undergoing: a
transplant. '

By ¢ pm., Linds’s hear rate
haddroppedt0119. It wasa ge.,

H
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Point of im return

Shortly after £30 pan., the o
gan procurement team bourded

Life-Elight, dound for Youngs

town. The team was lsd by
McCurthy, the surgeon who bad
decided that the hesrt offered for
linda thres days earlier was un-
soceptabie,

In the ICS, doctors and nurs?é
once again began inserting an
tube into Linda‘s jugniar vein
Linda was awske during the pro-
cedure.

“Ben, if the heart's po good,
will they ejectric-shack ime

again?” she wasked
Ben Meola, ene of
her nurass. “I don't
want 3 be
SHDCK ‘I'D z
“They'li maka
thet decision then,”
be answered gently.
*“Think pasitively.”
Pr. Robert W
Syewart, head of the
{linic's beary trans-
piant program and
the dZoctor schad.
uied to perform Lin-
da's surgery, cams
in to infroduce him-
self and t2l] Lindn a
litele bit sbout what
toexpact.
Transpianty asre
exercifesin medical
precision — from
the seemingly intsr-
tnisable poking and
prodding patisnts
endure o the ajrost
military-style police
€500res procure-
meat  team  mem-
5 bers recelve antil

the moment they en-
ter the surgery
oom.

“You try to ¢oor-

dinate  everything

sise so that the minute they're

walkiog in with the [oew] heart,

we're taking the old ons out so

that there'’s an exchange at that
e, Stewart said,

“The crirical decision ig really
made by the person who goes 1o
get the heart,™ he added. "“I'm
very fortunate to have highly ex-
perienred guys like Jim MoCar-
thy. 1 bave no idea how many
trangplant rong he's been an. He
can spol & bad heart at 20 feer, He
also knows & good heart. And he
knowy the heart that isn't perfect,
but 15 going to be good enough for
us')f

‘Linds was beginning fo get
grogry from the medication, Her
eyes were siits, but she could still
talk.

“1 hope they wake ma tenight.”
she said, her voice barely audible
through the oxygen misk. 1 want
¢ wake up later and have this
whois thing be over”

Denise E. Brainard, a traps.
plant purse who foilows patiznts
after surgery, tried to comfort
har,

“§ talkkad to Dr. Srewart aod he
s&id it Jooks Hke & real goed
heari,” the puyrse said,

“1 don't want a bad heart”
Linta told Brainard.

“Oh, we won't give you a bag
heart. Thet's why there are dry
rugs. When we give you a hears,
it be a good one.”

“They said that other ong was
from 6 44-year-old woman’
Linda added. »1 don’t want s
beart from a 44-year-old woman,
Alter going through alf this, I
WaADt 4 ¥ heary. | don'twant s
$4-year-oid heart.” -

“Well, even if we give vou a 44
year-oid heart, you can be sure
that it will be B good one. You
shosld hove & good weekend.
What s nice [Labor Day} beliday
present.”

I was shortly before 8 pm,
wher the gtaff assemblad in the
ICU 1o ke Linda o the operat-
g room. As they were preparing
to moeve her, eorge and Rita ar-
rived gt the fifth-flosr waiting

T,
“They're wheeling her tothe el
evator,” & nurse told him. “You

cancatch her there™ '
, ‘I;he reunion was brisf and {ren.
tisd. :
This was it, George thought.
These were the peopie who were
ing 1o perform a miracie by giv-

ing Linda g pew heart, .
is bWn heart was in his throat,

*¥ got to see her for vwo migs
utes,” ke zaid. “That's all -1
wanted -~ just 10 let her know
gt“m were there, that we love

gy



| Night owis

. The heady success the Chisic’s
heart wanspliant Program has en-
joyed since its inception in 1954
has conferred godlike status on
its three surgeons — Stewar,
Richolas Smedira and Pstrick M.
McCarthy. Bul 1§ is the treless
and ncm-jmhi efforts of
Katherine J. Hoercher, the card-
iac transplant coordinater; Duke,
the thoracic organ coordinsior;
and the Clinic’s organ procurs.
ment leams that are perhiapseven
are impressive. R
Onez:?the grim renlities of or-
gan donation is that many orgen
donors die st night, often from
homicides or traffic fatahitios,
That requires Duke, Hoercher
amd the procurement teams 1o be
availapie around the clock.
As a resuly, they lram o ke
ower naps, somefimes aboswd
ife-Flight. :
“Transplants aren't really asdy
fun because they're often in the
mitddie of the wuight said
Hoercher. “Hur we're wery ag-
grassive. We 1zke g lot of heprte
that other programs qrs down.
Srewart said the Clinic is acn-
taly aware of the balance of risk
factors. :
“1 will rranspiant a high-risk
réciment,” he said. Y1 will algo

138 8 doner That 1S horderiine. Bat

I waon't use 3 borderiine heartins
mph-nsk recipient. Risk i cumy-
lative, Ang we can neviralize ope
nisk factor by having everything
giss lined up very nicaly.” :

Fauents don'l reaslize i1, byt
even the panon's top transplant
canters irn dowsn ore than 80
percent of the hearts they are of-
fered, usually bevause the recipi-
gut 15 100 i or for any of more
than & dozen gther reasons in-
voivizﬁ‘g the health ang social his-
tary of the donor. .

The determuning factors in who
gets transplanted are plood and
hssue trpe, length of time on the
wairing 1ist. medigal urgeney and
e distance the procurement
teem has 1o travel to abian the
organ.

Hoercher said the Clinic had
traveied as {ar as northern Flor-
ida 10 pick up a hears. Becauee of
the Chinic’s willingness 10 accepy
hearts that other iransdlant cen.
ters wrn down, 60 percent of its
hearis come from outside the re.
gion, :

_The (linic also wansplants pp-
tients Who are on its waiting list
but are hospitaiized out of state,
bringing them in by helicopter for
the surgery 5o that they can be
near their families while they
warnl. o

i

That wasn't possibie for Linda,
who had to quit her job at Josten's
Yearbook Co. 10 State College,
Pa. after she became too ill 1o
work, So instead of being hospi-
tal-imﬁh in pearby fdtwmm }égg
spent her sommer in Cleve
staring out her hospitel windopw
and waiting for the death of o
stranger.

The turning point

H
3
1

The tempersture in the operst-
i"ﬁ room was & cool §0 degrees
when Stewart walked in wearidg
white pants and a8 white short
sleeveq ghirt. The call had ar-
rived: The heartwasgood. |

While teams of pmocurement

sialists, who had arvived o

other organs, hovered over

the dongr in Youngstown, the

Chinic’s surgical team readied an

uficonscious Linds for her five-
hovr surgery.

The heart is slways the first or-
a8 v be procored, and dociors
have & maximum of six hours
after “cross-clamp” - the cutting
off of the biood sapoly to the do-
nor heart — to transplant the
hsart 1010 the recipient,

By 18:22 p.an., it was clesr thas
the procurement tesm was run-
ning later than expsored. Linda’s
chest was open and Stewsre was
ready to remove her heart. She
had been on the heartJdung by-
pass machine for 12 minutes,

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

Three minutes later, MeCarthy
and the procurement teary swept
o the room, cmyu% Linda’s
new henrt in an Igleo Playmate
cooler.

it 100k Stewart sbout three
minules o remove Linda's heart.
Simultaneousty, two nurses care-
fully removed the donor's heart
— which was suspznded in & sa-
hne solution - weighed B and
prepared it for transplant,

- Then the gelicatr work of
stitching the new hearz into Lin-
da'schest began.

Stewart said lintie. Because the
{Hnie aversges more than one
heart transplant & wask, team
membars have spent & I3 of Kme
warking together,

he turning point in the sur.
gery came when Stewart wasg
ready to aliow partial blood flow
inte Linda's new heart, It would
either begin beating on its own or
gefc would have to shock it back to

%:; !.;g;ia would ﬁie,é

e for retoved ths clamn,
Lnmedistely, the heart ugn‘g
besting, confirmung Stewart’s in-
ition: A perfect mateh,

- “That restores my equilib-
rium,” he said,

He asked a nurse 10 call George
and Rita in the waiting rosm and
tell themn the surgery was going
weil. Rita began 1o oy, George,
for the first nme, saw an end
Linda'stung ordeal.

. *1 can't help but think about
where the heart came from, and
why things have worked out this
way,” he said, his eyes focused oo
the foor. 1 guess only one Man
kitows for sure. Still, I think about
it, gbout the family on the other
enid of this,

Do you think they would get us
in touck with them? If they had
bard feelings, I wouldn't want to
inguds on them,” he said as his
eyes welled with tears.

. For & moment h* couid no?

. *Td ke to let them khow what
we're like, o thank them very
uch for the second chance they
gave ny wife.”

' The Rebinsons know enly that

inda's new heart came from a

}-year-old woman who died
from a2 gunshot wound. They now
know that at least two other fami-
Hes benefited from the donor
family's penerosicy, with the liver
and kidneys ajsn being procursd
for wairing patients.

Although organ recipients are
given no other information aboyt
the donor, they ure ajlowed to
send 8 lenter, asually relayed
through the hospital or organ

- bank, to the donor's family. The

family then choases whether to
respong.

any doen’t, preferring their
gift t0 remain 2 silent. seifiess

‘Bye bye, yall’

. At am, the surgery ended,
Stewart walked into the waiting
reom and extended his hand to
George.

I went very well,” the doctor
said, “It was a good match. Best
Pve seenin some time”

Stewart said he was optimistic
about Linda’s long-term sutook,
Her chance of surviving the first
year, he said, was about 95 per-
cent, .

“The real question now is
what's going to happen 1o the do-
nor heart, specifically corouary
artery disesse” he said, “And
there's about one change io theee

“that. five years from now, that

witl have ;g:scﬂ tier maior prob-
lems, eiher desth or se-
transplantagon,”
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While ithose odds may no?
sound grest, most heart yrans.
plant patients will take them any
day over the immadiate glterns-
tive ~ death. Many heart recipi-
ents are now living more than 10
yeuars. Apd the longestliving re-
cipient, a $0-year-pid Hent
transpianted at Stanford Ligiver.
Sity in 1974, bas logged more than
20years. .

“Every vear, things get a-lintle
biy better.” Stewzrt added. “Se
;?fgpntlook’s not had for Linda at

‘ i
Linda's recovery was swift. Un
Sept. 7, eight days after herrans.
plan:, she left G90-26. I

She ried not 1o cry, but even
the heavens wep?, The rein came
in torrents as Lioda, Rits and
George loaded boxes into
George's truck. Linda’s nurses,
many of whom msde it part of
their daily ritnajls fo take their
breaks i her room, gathered to
sav gocdbyve and wish kerwell.

“{1 was bard to leave those peo-
ple.” Rtz saxd. “You get really
close afier being with them all
thattime.” N

“1didn't even see my COUSING 8%
much as | saw those people”
g;ne;a agded. 1 saw them every

v

And than she left, carrying the
hiesrt of 3 woman she had never
known, aieag with the hopes and
fears of a life she almost fost. ¢

All that was Jeft of her 110-day
stay at the Lhinig was the note she
had serpwied on the message
haordin her room:

“Thanks for all the special care,
EVERYONE Byebve,vall™

Back to Tyrone

Nestied in the hollows of cen
trai Pennsylvania, hard by the
Lartle Juniata River, Tyrone is &
worid away from Cieveland, .

This mill town of LE0D resi-
gents is where Linga grew up,
and where ber children wouold
have grown wp had her fortunes
been different. Lacking though #t
may be of the amepiies she and
Rita had grown used to in Cleve:
iand, Tyrone is where her family
arnd her heartis. :

For the mest part, Linda has
been doing well since her trans:
piant. She 13 sls0 relieved to hear
that Nancy Vigneay, her frisnd ar
the Cleveland Clinic whe was
kept alive by the HeartMate, got
“her” new heart & week before
Thanksgiving, and that Nancy is

Fesoverimg, 100, -
¥

Because she has been so fixated
on living, Linda hac given littie
thought o what Renee Fox, 4 pro-

Jessor of sociology 8t the Univer-

sity of Pennsylvanie, calls “the
tyranny of the gift” - the insbil.
iry of organ recipients to ever re-
pey such an extraordinary sct of
giving. She was allowed only to
send a brief thank-you card 10 the
dunor's famnily — who chose not to
:g?mnd — apd that was the end
T :

Like many transpisst recipi-
onts, Linds expecied her Hife to
pretty mnch return to normal
after she came home. It hasn’t.

Every day, sbe checks her

lood pressure, temperature and
weight, walles 30 japs (five miles}
arvund the interior of the ngﬂz
schoal and swallows 23 pills,

to Gerzol. She returns v the
Clinic every three weeks for a
biopsy. - .

“My s fighting my heart
because it 8 it's not part of
my body; it's somenns else’s," she

said. “But I didn™t think I would
have te take all the medicine 1
take. I take 3 lot mure medicine
than I took before, and that bums
me out aiot.”

But in other ways Linde's life
bas retwrned to pormal, Sweaters
still peeded to be ¢rogs-stitched
for Christinss presents and the
many chores assoctated with
meintaining the Robinsens’ small
trajier home hed to be done,

(George hasn't been arcund 1o
help much. After Linds came
hame, e took & job with 8 Conrail
subcontracter, heiping to clean
uy train-dersihment sites. The
money's good, Linda said — $10
an hour — but it Reeps Georgs
sway fromhbome a lob

Bt thery's a more important
resson Linda has not hed time to
convaiesce. It is now her turn o
take care of Rits, who has been
suffering tervibly from her can-
Ler,

Simce compisting her chemo.

regimen, Rits has been
receiving radigtion tharapy at Al-
toons Hospital. Every day, s hos-
pital van makes itz rounds
through the hollows near Tyrone
and its surrounding communities,

picking up cancer patients and

delivering them to the hospitals
canger center,
The patients with emxly »pe

pointments simply sit and wail
wiitil everyans is done. Then they
are delivered back o their
homes, where they wait unti} the
van arrives again the next morn-

miindg vowed that her mom
woild not be on that vaz. Sp, ev.
ery ¢ay, she drives Rita wo the
hespitsl, doing ther cross.
stitching in the lobby while Rita

hey radigtion. Then they go

nrgaln-huaﬁn&
“She stz with e the three
manthz in Cleveland," said Linds.

“itbink!cmq:taut&nd take b
tothe hospital.” o
“These are precious months for

* Linds and Rifa, filled with laugh-

ter and Rita's infectious opt-
mism. For the first time in :
it appears that dsughter will cut.
live mother - as every parent
Xnows it shouid be.

And still, Linda isn't sure she
would be willing to endure it all

agin.

“They say you might have 10
have another rransplant within a
eertain timie, but 1 don’t kmow if
I'd do it again.” she said. “[ gay
that now, but when it came down
to dying st the hospital, 1 didn't
wantta,

_ “1guess I can say ] wouldn't do
it agein, now that I'm doing so0 -
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FORYOUR .
INFORMATION |

If you are facing
a transplant |

When deciding where 10 go
for s fransplant, patients
should consider the annoal
number of transpiants a center
performs, its mortality rate
and the surgeons’ experiencs,
medical expsres say. )

Centers that perform large
numbers of transplants tend ©
have better survival rates and
are less lkely to turn away do-
nated srpans matched for pa-
tienty on their waiting lsts,
accerding te Br. Robert \W.
Stewart, head of the Cleveland
Chinic's heart transplant pro.
gram. k

“Yalome almMost answers ev.
ervthing else.” he said, * you
wanted 10 pick & fransplant
cenier st on the gvaiisbie in-
formation, pick the top "28
according 5 {velume] nufis
bers, and then go down the top
20 ansd pick them according o
surisval rates.”

Volume and meonality data
for transpiant centers are pub-
lished by the United Network
for Organ Sharing in its 2994
Report of Csnter Specific
Graflt and  Patient . Survivasl
Rares.” The full report costs
3115 and can be obiammed by
calling 1.-B00-243.6667. :

_ UNUS aizo provides mortai-
ity rates on up to 1 centers
free of charge tp transpiant
candidates whe send a written
request to: UNOS communics-
tions, P.O. Bax 13778, Rich
mond, Va., 23225, '
infermation aboul 2 sure
BeDR’s sxperience miust be re-
fuested from the racspiant
center, -

Additionally, “Transplans

News,” afi industry newsletter,
offers in«depth coverage onthe
intest issues of interest to pa-
tients and transplam profes.
sionals. You can subseribe by
calling 1-800-689-4262. i
And computer users with ac-
zess to the World Wide Web
?'ﬂ} find usefgi transplant 1g
crrnation on homepages pub.
lished by UNOS: ges Y
aAnpiiwwwewl.attaetiunes
and the US. Department of
Heulth and Human Services’
Divisien of Organ Trensplanta-
Horn: i
htip:/ fweww hrsa diths. gov/
shrdidatidotmain i !

H
H
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TRANSPLANT FACTS

Estimnted firstyear $
per orgat transplast. 189

Heart $253.200
Uver 3314500

Kidney $116.100

Kidnevfpancress  $H41300
Puncreas $125.800

Heart-tung 8271400
Lung $265.800

SOONCE b Zemen & Roboraon tne
Brovifekt Wis. cooTolning et

TRANSPLANT FACTS
The length of time

regain usable after
procursment _
Heart 4-8 hoars
lungs 4-6 hours
Fanerens 12-724 hours
Liver 1632 hours
Kidney 48-72 houry

Lo Fol
SCADE ro:'ng&m;

[
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~ Hospitals reject

“healthy hearts

patients
not told

Secand of five a?zcias

8y DAVE DAVIS,
JOAR MAZZOLING
and TED WENDLING

FLAIN REALER umiqm

¥

ROYAL QAR., Mich, ~ The
sum of Pat Swuber's donsted
narts was two evas, two kidaeys, s
fver, 30 hone and tisspe samples,
and une heating heari.s

In a wrenching, bigerswest
story of Jove and death, the heart
of the 22.vear-uid sursing stwdent
wers! to her father, apd it made
Michigan tree farmer Chester
Szuber the mest famous heart
transplant recipient i Amenca.

Pati Sruber's tragic death in a

car accident in Tennesses in Aue
gust 1994 angd the iraosplantation
of her heart into the chest of her
ailing S58-vear-oid fsther also
thrust the suburban Detroit hos.
pital at which the surgery was
pariormed into the national spot-
iight.
. Chester Szuber had been wail.
g four vears for a transpiam,
and William Beaumont Hospital
it Royal Oak was inundated with
calis from reporters and TV pro-
ducers who wanted to tell the
family’'s heartbreaking story,

But what Beawmen: officials
never told Szuber or any of the
other 23 patients on their waitin
Hst i 1994 was that the nationg
shortage of donor organs wasn't
the only reason they had been
waiting solong fornew !Eearts‘

!
B

That year, Besumont staff
yrned down for nonmadical rea-

sons 101 cffers of hearss suitable

for teanspiant, The reasons for
the turndowns, as reported to the
Um:;yd gﬁmork fo; thg-
i Grgan ban t oi-
gged the heartz to Boaumon:,
were either “Surgssn
unavailgble/program too busy” ar
indrministrative.”

Ancther 78 heart offers were
tarned down by Beagmont ad-
ministrators in 1994 for ical
rensons. They accepted Just one
- Patti Szuber’s.

Besumont wasn't the only pro-

gram that was turning dows haart.

offers for nommedical reasons
thm year. While transplant pro-
fessionals were publicly lament-
ing the shortage of donor organs,
28 of the natvion's 167 heart trans.
piant centers refused for non.
medical reasons 20 percent or
tnore of the tawsl heart offers they
recoived during the last seven
menths of 1994, sccording to
UNOS records. Aboul 97 pereent
of those hearis were jater 1rans-

' planted into patients at other hos.

pitals, 2 UNOS official said.

“I'm surprised that the num-
bers are that high,"” said Thomas
H. Murvay, director of the Center
of Biomedical Efhics at Case
Western Reserve 1niversity and
ane of several ethicists and doc-
1 who said they were unaware
of the practice, “You'd Hke to
know what the circuomstances
were ... but i they can't give
good reasons, iUs roubling,

“You can count me among
those who were surprised to hear
that it happens at all. T assumed it
was extremely rare, and it ought
10 be £xtremaly rare.”

Tratspisnt professionals say a
hospital's rate of turning dow ot

for notimedical reasons is

b

nust one factor that patients .

shouid consider when choosing &
hospital, Other important factors
are 8 hospital's mortality rate and
the median length of time its pa-
tients smust wait before being
transplanted.

A center’s high nonmedical
furndown rate aiso dossn’t neces-
sarily translate into loager me-
dian waiting times for patients, In
some cases, & high rate of turning
down organs for nonmedical res-
sons simply refiects the size of

rogram and the resourcss the
ospital has devoled to transpisn-
tatian.

For example, of the BU6 offers
of hearts tured away for non-
medical ressens during the jast
seven months of 1994, many were
refused by smalier programs,
such as Beasmont's, which has
just one transpiant tesm. That
means vacations, medical confer.
ences and othey cardise surgeries
that might call any member of the
team away forred those centers to
turn down hearts they otherwise
might bave accepted for waiting
patients.

More recent twurndown dats
couid not be obtained bscause
UNGS, the government contracs
tor responsible for allocating do-
nated organs, has refused to give
1993 and 1996 organ turndown
Agures for individual hospitals to
the U5, Depariment of Heaith
and Human Services.

UNOS officials claim  that
transplant centers have notl re
viewed the figures and that the
darn may have beey inaccurately
or noneniformiy reported by the
pation’s &8 organ baniks, They
also fear that making the dats

He would disco centers
vom veluntarily providing infor.
mation, pro lawpnits and
change the way the data ig re.
ported in the future, rendering it
scientificglly useless.

Besumont - which has done an
average of jus? 2.4 heart trans-
plants & year since iis program
opened in 1989 . had the third
highest percentags of nonmedics!
tgmdwns in the country during



the lest ssven months of 1994,

Durirg that e, Beaumont

turaed down 82 offers of hearts

for nonmedical reasozs, an aver-

#2e of more thoy two per patient,
0S records show, :

In an interview in October,
Beaumon? administrators  dis-
puted the accuracy of the narm-
down figurss. But last month,
after referring the matter to the
hospital’s peer réview committet,
they confirmed that the figures
ware correct.

Hospital officials would not re-
wveal the results of the commir
tee’s report, which was com-
pieted in December, but said they
bad addressed the probiems and
had not turned down any hearts
i 1%%6 for nonmedical reasons.

“Nonmedical  murndowns  of
henris is sotnething that we don't
find acceptable around here, 8
leasr anymore,” said hospital
spokesman Mike Killian, "The is.
sue 1S That i shouldn'y have beep
done in the Brstplace,”

Beaumon! administrators ani-
buted part of the problem to the
husy sebeduie of Dr Jeffrey M

Altshuier, The hospital's only
heart transplamt surgesn. Alt-
shuler performs abeut J30 heart
Surgeries a year. or about four 2
week. When s heart i offered. he
often must be available 1o remove
s well as transpiant it '

“The g problerm in baving oae
‘ranspiant surgeos is when | go
G vacaugn o, what happens to
the reciments™ Alishuler said.
"We've made arrangements with
other transplan! programs now
that if T'm gone for 3 waek, we
cail them ... gad They will esver
forus,™

Beaumont officiats would pot
say whether any of the patients
for whom bearis had been re-
Tused died withouz regeiving a
wanspiant, Becauss patient infor.
mation s canfidenzial, The Piain
Desier was unable o identify
Beaumon! patients or their survie
YOTS 10 interview for this story,

Patients not told

In B praciice officials a! Beau-
mont and some other hotpitals
said was universal. Beaymont did
a0t tell any of the patients on its

walting ligt about the nonmedical
urndowns. That deprived them
of the choice of transferring to
another heart transplant pro-
gram, :

Patients at Beaumont ang else-
Wwhere generzlly aiso aren’taware
that transplant centers hurn down
most of hearts they are of-
fered for impertant medical res-
s, such 85 the regipient was
e il or the donor's size or
weight were incompatible with
the recipient.

“There are always exceptions,
but as a geseral practice, patients
are not told about [organ] turs-
downs,” said Dr. ¢ Rocher,
Beaumont’s director of transpisn.
tation services. “It doesn't add to
theirwell-being.” )

Some medical ethicists dia-
agres. Jefirey M. Prottas, p UNOS
ethics commirntee member, sven
goes a siep further - a
st patients be given rurndown
data when they are deciding
where t0 have & transplant,
rather than after they are alresdy

hospitatized,
‘jgv’henevtr 1 have my say un

e s ot UNoS
o be publi this,” said
Prottas, who teaches health poli-
tics a1 Brandeis Upiversity g
Waitham, Mass. “Irs reslly un.
fair. Everybody should Xiow
these sorts of things.” | S
But they dout ~ particularly
when organs are tirned down for
nonmedical reasons, Officialy’ at
Ohio State University Hoapital,
Vanderbilt University Medical
Center and other mranspiant tén-
ters arvund the country all said
they don't tell patients about npn-

medical tuendowns, S
As a £o UANCe, patlents Bt
Vanderbilt didnt know in 1994
that 4l percent of the heart gffars
were being turned down for non-
medical reasons while the hasd of
the Nashville, Tenn., hospital’s
heart transplant program, -Biii
; Was campaigning forthe

U.S. Senate. ik
Vanderbilt refused 93 offers of
hearts in the last seven months of
1994, 46 of them for nonmedicy]
reagons, according 1 UNOS data,
Frist, who was slectpd . the
ate that year, declined to com-
ment for this stary. Since bacom:-
xn? a senator, he has remuined in-
volved in trsnsplam issues and,
along with Chio Sen. Michas! De.
Wine, foundsd the Congressional
Task Force on Organ and Tidgus

tion, T

It is unclear how many of the
wonmedical turndowny are attib.
utanie to Frist's absence, bur hbe.
pital officials said that when he
It S
e , ware jart-

staffed, < ¥ h""m

. “Whes Frist left, it left‘two
" guys doing - sH'the
adnlt i;aan surgsry, :im:ﬁ “ﬁﬁ
aracic surgery, an
b ets,” said Dr. Richard:,
Pierson 11, the current director
of ¥Vanderbilt's heart transoisnd
program. "When ] got hers, Jgo?
that [rumdawn] 135t Som ourcare
diclogist, who was unhappy tha?
we had had 10 turn down orpans
W we Sidn’t have enough

;350?1&» soe
Pizrson conceded that Vander-
bilt tumned down ergans for.nen-
medicsl reasons before hga-%;
vived in .Iu?: 1994, bt
#ispyted UNOS data stating tbat
39 of the 48 heart offers Vander-
bilt turned down from July to the
end of 1994 were because & sur-
geott was unavailable or the pro-
gram was 100 busy. He gaid ?,nst
e heart was turned dowtin
1994 because s surgeon was un-
availsble - in August of that
year, while he waz on vacgtion:
“Every program turmns down
organs,” said Dr. John R, Wilsas,
dirgeror of Vanderbilt's heart fail.
urse program. “Whepsver you
havk limited numbers of surgeons
. and you bave patiemts gn the
‘walting lists, you would not like o
" St# any organ turned down. But
. ttihg}'ggnst not 2 realistic axpecta-
o a8y program. There is no
- Program in this country that can
guarantee that every orgen that's
acceptabie is taken.”

~Avare of problems
7 Alhough heart ranspiant pa.
"ueﬁ!g are ool aware thar many
, ospitals routinely turn down
“henrt offers for nonmedical rea.
sons, officisls a1t UNOS and the
. Division of Organ Transplanta-
+ YIOT have Known abou? the prac.
- Goefor glmost two years,
.- &a.March 1995, prompted by
* {Uertions about keart turndowns
«alehe University of Kansas Med-
;-ieal Center, government officials
« Asked UNOS to compile refusal

data on each of the nation's 187
Programs.

= heart transplant

. -The repory, covering the iast
i'mep months of 1994, showed
-Ahztithe programs wurned sway
: for nonmedicsl reasons nearly 12
‘percent of 2 heart offers.
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. H
. NBesides Kaosas, there ware &
‘mifnber of other hesrt transplant
Srograms with  high  refusal
:‘rates.” a Division of Organ Trans-
- plintation official wrote i an in-
* térnal report, The report also said
the turndown behavior al one
“haspital — Beaumant - appeared
* 1o {it the same “profile” as the
niversity of Kansas.
"+ the identification of that.pro-
© file. stemmed from a front-page
‘story in the Kansas Qity Star m
_Aiay 1993 The story reported that
Ufrom April 1994 ro March 1985,
the center uirned down all S50
. hearts v was offered, most for
_-nenmedical reasons.
., - Subsequent stories speculated
that the turmdowns may have con-
~tributed to the deaths of three pa-
yients, prompuisg an mvestiganon
e the state atierney genersl, e
snerpus lawsuirs and, ultimately,
- eipsure of the transplent pro-
gram. :

But information about Beay-
‘mont and the other hospitals with
‘high heart-refusal  rales was
never made public, and federal
regulators never pursued the
matter, concioding that it was an
ynfertunate anomaly,
© MThers are about B30 transe
plant programs in the country, . ..
and one. mavhe two, have been
broupht 10 cur afisntos &5 prob-
fems.” said Judith B Braslow,
wity lesds HHS Division of Or-
gai:  Transpianiation. “We do
000 1o 200600 transplants a
vear. We're talking aboul very
small numbers. That's not to say
patients should have been treated
this way™”

But according & Brasiow and
her deputy, Remy Arcaoff, no
one, including aavene  from
UNOS, ever sven questionsd
Braumant or any of the other pro-
grams with high refusal rates, |

One reason Beaumon! wasn
scrutinized, according to Aronoff,
was because the hospital’s 1995
hesrt urndown figures improved
over 1994, Beaumont’s oonmedi.
cal turndown rate dropped from
56 percent in 1994 15 33 percent
i 1995, ;

“That put them in 2 ¢ntegory
with 2 lot of other programs, so
we 0idn’t pursee it further,” Aro-
noff said,

Although previous contracis
o
porential pro -
ment, & new conmact UNOUS and
HHS signed Dec. 30 pequires
UNOS to mogitor, investigate and

report any incident “that jeopar. -

dizes the health of waiting list pa-
tients o7 transplant recipients.”

Because fow pecple are aware
that hospitals turn down donor
prgasns, few have been sdvocating
that patients be told. The excep-
tions are the patients and families
who waited i vain for hearts at
the University of Kansas Medical
Center,

“] gbsolutely believe that pa-
tients or their families have a
right to know what's going on 0
they can discuss it and make bet
ter decisions,” said Loetta De-
Wait, whose husband died before
e could receive g heart ens-
piant at the medical center. "We
were n 1old anything ™

Teddy DeWalt, 60, a retired
Kansas City firnfighter, endured
months of poking and prodding
with the hope of getting a new
heart. Hut in February 1994,
while he was being evaluated for
a reaasplant, his enlarged hear

*$e was fold that it was tme to
go on life support,” his wife re.
called. “Ar the iast mioule, he
chapged his mind, which was
probably inst as well gines he
woidd have been going to a place
where they weren't even doing
transplants.

“He died 10 minutes latar,”

Keeping secrets

With the exception of data in.
volving Besumont, UNOS offi
cigls bave refused to releass io
the feders]l povernment or the
public 1985 and 1996 figures
showing how many hearts indis
vidual hospitals turned down for
nonmedical reasons, They also
have pefused to release turndown
dats for other rypes of denor of-
gans.

UNDS President Dr. James F.
Burdick, a transplamt surgeon at
Johns Hopeing Hospital in Bain
more, said turndown fgures were
“not & very useful statistic” and
should not be ysed to judge trans-
plant center performance.

“1¢ you want {to use the dats] o
say such-and-such center wasn™t

doing things right, I'm telling

gou, you're on thin ice there,”
urdick said.

He added that giving patients
informatios on organ refusals and
madian waiting Times af wans-
plant centers “don’t help patients
very much because, lo and be-
hald, everybody's doing an excel-
jent job.

“4 think that in the big picture,
the issue of rejeasing the dats ©
patients is an ides that would be
designed w fix something that
isn't a big problem ... If you're
frying to talk about ways to help
patients understand the national
gystem, we've got many ways that
we can help patients more than
by giving them this data™

One way UNOS helps patiants,
Burdick and others say, is by pub-
lishing survivael rates for ali
transpiant centers in the United
Swates. But that information is
based on transplants performed
five or more vears ago. An up-
dated stirvival repaort is due out
this sumnmer,

The Hmited data UNOS and the
governmeant have been willing fo
releass shows that the probiem of
aonmedical turndowns of hearts
has worssned gince 1994,

On sversge, in the last seven
months of 1994, ceniers refused
for nonmedical ressons nearly 12
percent of 8l heart offers.

By the next year, that rate had
increased to 25 percent, And in
the first gquarter of 1996, it had
dipped slightly, but was stitl at 19
percent.

Not al! transpisnt centers turn
down large pumbers of hearts for
nonmedical reasons, however.
Seventy-one hogpitals manpged to

¥y



keep vefusals for nonmedical rea-
sons below 5 percent, according
to the 1994 dats. They included
the Cieveland Clinic, where just
0.33 percent of the heart offers
were refused for nonmedica] rea-
FOUS. .

Iir. Robert W. Stewart, head of
the Clinic's hexnrt transplant pro-
gram, attributed that tumher to
the resources available st the
Clinic, which performed 74 heart
transplants in 1558, move than all
ol three othersenters, .

“We almost never would have
to turp dows a heart because we
don't have the manpower,” Stew-
ar1 said, “You cannet, in a smalier
institution, have the privilege of
having three separate reams. If
yan're just completing 2 rans»
plant ang they call you with an-
other donor, you're probably not
geing 1o be able to use the people
who are already doing that partic-
ular procedure. You're going 1o
have 1o have an enlirely new
team standing in the wings.”

Defining inactive’

Last suyromer, UNGS adopted 2
policy that 2alls for isfters of in-
GUITY 16 De SEeNI 10 any program
that rurng gewn 10 consecutive
argans. Afrer some debare, it alse
gerwed that grograms found 1o
be “mactive” should mform their
patienis 1

Left unaddressed wers the is-
sues of B jong a genter cpuld go
withoy! periermng transplanis
tefare huing consiéered inactive,
and whal v de ghout programs
that weren't techaueally mavtive
bt were nuning down large
humbers sf organs and not teiling
their palients.

UNDS Exezutive Direcior Wal
wr R, Graham would not say
whether UNOS kad sent letters of
inguiry toany of s members,

Brasiow, director of the Divi
sion of Organ Transplamiation,
supported the policy, but said she
was ot entirely sansfied.

“To me. [t is uncenscionable
that & program shouid be inactive
and the patients not be notified,”
she said. “There isn't one of us
who wouid 53t still fer that if it
WY OUT SPOLSE or our Kid, ™

Many donated

-y

organs are never
transplanted

By TED WENDLING
ETAFY wisife

In phone ¢onversations often
held at night, ¢rgan bank dona-
fion specialists and hospital orgen
procurement coordisators care-
fully go over 5 sandardized
checklist,

Did the next-of-kin give written’

consent for denatien? How didthe
donor die? Does the donor have a

. history of cigarette, aleohol or IV

drug use? What medizations were
administered before the donor
died? ‘

Those and many other gues.
tons rre asked of dociors, nurses
and donors' familiss before an or-
gan bank decides whether 1o offer
un organ for wansplantation, The

information is then entered into .

the computer system of the
United Network for Organ Shas.
ing, which mmehes it againgt
thousands of potential recipients
on the national transpiant waiting
list. The matching process au-
merically ranks potential recipi-
£nts based on their distance from
the donur orgen, the number of
days they have waited, their med-
ical ststus and other factors.

For a variety of reasons, many
donated organs are never rans.
planved. For these that are, once
the hospiral verifies that a trans.
piaat was performed, the UNOS
computer generates & form listing
all potentist recipients and sends
it to the organ bank that procured
the organ. The organ hank is re-
quired to show that the organ was
offered to svery patient ranked
sbove the recipient, and 1o report
the reason each hospital turned it
down,

Collecting such data ensures
that patients manked higher on the
waiting list were not skipped over
because someons lower received
unwarrased consideration.

Organs are rerely accepted on
benaif of the first patient on the
list. ¥a 1995, for exampie, donor
hearts were turned down by hos.

itals g average of siX times be. .
ore being transplanted, Three
ait of four trimes, they were
turned down for medical reasons
— rapging from issues reiated to
the guality of the organ or the do-
nor's social history to rhe reciph
ent's immediate aeed for a multi.
pleorgan ransplant,

The nation's 66 urgan banks re-
ported that ancther 3,448 heart
offers —~ representing one-
quertsr of the 13,801 thar wers
refused in 1995 — weare tumed
down for nonmedical reasons, o
fher because g surgeon was un-
avgilable, the propram was too
busy or for other administrative
reasons. ]

Some transplant physicians dis-
agree with the way UNOS tallies
turndown data. If, for ingtance, a
hospital has three ranked pa
Tients on its waitiog list that are
matthes for a hesrt and the hos-
pitsl tueng the heart down, UNOS
weunts it as three turndowns.

That's wrong, said Dr. Waymne
E. Richenbacher, director of the
heart transpiant program af the
University of lows Hospital. ..

“if you're offered a heart and
turn it down, that's the end of it,” .
he said. “That's one offer and one
refusal® -

Dean F. Kappel, president of
Mid-America Transplant Sere.
ices in St. Louis, satd he would
like to s2e¢ medical and nanmedi-
cal turndown figures made public
after being reviewed by the trans-
piant centers. Kappel serves on
the UNOS board of dirsctors.

“I think it's really unaceeptable
if programs are consistently turn.
ing urgans down," ke said, :



|

Contractor keeps
government in dark
on transplant data

By DAVE DAVIS
apd TED WENDLING
BLATR DEALER REOKTER

RICHMOND, Va. — For pnearly
two hours, Judith B. Bruslow
waited imspatiently outside the
tiosed teeling reom as board
members of the United Network
For (rgan Sharing met i syecy.
tive session recently in Boston,

“U'm furipus,” she toid anyone
who woult histen. [ can't believe
they're doing this.”

As director of the 1.8, Depart.
ment of Health and Human Serv-
ices” Division of Grgan Trans.
piantanion, Brasiow heads an
agency that regulates UNOS and
supplied the nonprofit srganiza.

-

0 operate & 2ystem in which com-
pliance is voluntary and failing %o
enforce a key provision in‘one of
ity contracts with UNOS,| Bras.
tow’s office incress finds it
saif helpless when UNOS saysno.
Some prople think the govern-
et has abdicated its responsi-
bility. i
“¥Yan can't delegate public pol-
icy to B private contractor,]’ said
Dr. Join P. Rodberts, & hver {rans-
plant surgeon at the University of
Catifornia at San Francisco.! You
can't have the peonle who are in
control - essentiaily competitors

tion with about 18 percent'of its itk noticy.”
2131 milhon revenue in 1998, {?Nﬁespgfguﬁvc Director Wal-
according 1w UROS most recent " tor K. Grahars di 5

noome 14X returh.

in the surious world of rans.
slantation, that hasa't given her
the sctess she believes she is due.

“There’s a lof of tension right
new between the government and
UNGR” Braslow said, “And that
iension centers on whers does
our avthomty swe. and whas do
we have the right 1 get and wha?
gon't we have the righi togel,”

In recenmt months, the Rich-
mond coptragtor has repestedly
ol the povernment what i€
doesn’t have the right o get; data
on transpiant centess’ nirndowns
of organ offers. secess to records
and meetings of UNDOS Council
on {3rgan Avajiability and, en ec-
casion, even minutes of UNGS'
pubiic beard and committes
meelings.

Or. James F, Burdick, a trans-
piant surgeon and UNOS prasi
dent, aeknawiedged {hat tension
exists between UNDS and Bras-
low's office. *I think there are
peopie in the government who
wiuld like UUNGS to be n ot less
private,"” he said.
vOUNGS, which was formed in
1986 as part of & public/privars
‘parthership intended to manage
‘the scquisition and distribution of
‘the nation’s scarce supply of do-
wated organs, has tade itself in.
‘dispensable i the government.
"But afiar years of allowing UNDS

“1 personally helieve that the
exsence of democracy is |seif.
regulation,” he said. “That's what
we ¢o in this counuy ... and
that's what UNDS does, 5o I think
it's & very goad reflection of the
whale principie of democracy in
this countey.” |

UNGS owses tacloutton pag:r of
three-year contracts it renewed
last month for & total of $6.67 mil-
fion, Admisistered by HHS.lone
contract allows UNOS to operate
the Orgen  Procurement |and
Transpiantation Network, al 24
hour organ-placement system
that matches donor organs with
wailing patients. The pther gives
UNDS authority to run the Sciep-
tfic Registry of Transplant Re-
cipientis, 8 database of medica] in.
farmation on peocple who recsive
manspiants,

Those contrycs have aliowed
UNOS to become the transplagt
commeunity’'s  most powerful
player: a tax-exempt organization
whose members include 281 hos.
pital rrensplam programs, 55 lab-
aratories, 66 organ banks and 79
medical/scientific organizetions.

UNOS, which enjoys the aver.
whelming support of these in.
volved in organ transplantation in
the United States, is governed by
a gﬁysizim@mﬁm&d. 38-
member board of directors that
includes 11 members of the pu}r

By


http:Univerii.ty
http:tlNOS.IB

liv. Board members also inclhude
representatives from each of
UNOS$’ 11 geographic regions.

Must decisions are reached by
consensus through meetings of
the 21 commitiess IINGS opar.
ates. members, who are not
compenssted but are reimbursed
for expenses, alss hire the £x2¢0-
tive staff, who run the day-to-day
cperatiens of the 164-employee

anizatien.

inety percent of UNOS® bud-
get comes from the two govern-
ment contracts and the $340.per-
DETSen Sompuisr registration fee
that patienss or their insurers pay
10 be placed on the national wait-
ing ist, The remaining 10 percens
comes from rmembey feex and
siher agtivitias.

The national waiting Hst con-
iains more than S6,000 registra-
tipns and recgives gbouwt 7,000
hew regisirations @ year,

Graham and other UNOS offi-
cials ¢riticize the government for
failing & pass regulations that
would give UNOS iegal auwthority
to  grohibit  poor-performing
iransplant programs from receiv-
ing organs and taxks snforcement
actien againgt members who vip-
< late UNOS' guideimes,

But although Grahary says the
tack of reguiations has left UNOS
gxseulives with “our hands tied
behing our backs™ because virtu.
ally gt policies governing wans.
plantanon are volufitary, he and
other UNOS officials sdamantly

opposed & recent move by HHS
Secretary Donns Shalals 1o ime
pose federal reguintionsz on U‘NGST

s, ;
Gyaham saig UNOS was ggg: ob:
jesting o goverpment reguistion
per s2, but said HHS proposed
rules “will basically do dway with
our standards ... 8o theye is &
huge philosophica) difference ™
¢ some HHS officials have
become Frustrated at their ioabil-
ity te force UNQOS 1o provide data,
spme of those conflicts are due to
the government’s gwn inaction. A
cas® in point iz the OPIN con-
tract, which, until it waz rewrit-
ten last mouth, required UNOS
“to esiablish an on-line data capa-
bility . .. so that {HHS] shall have
immediate sccess o O data”

Bug government officials have
never that access. The mea-
son? Brasiow, citing & smal} staff
and lack of technological exper.
yise within her department, says
she has pever “exercised” that
claysge in the contract,

“It doesu't do me any good w0
have that on-iine capabiliey if I'm
not geing to use it.” she gaid. "We
ean get whatever information we
need. If [ want 1o Know hew tany
peapie ware transplanted i 1998
that have blue shirts, s mustache
and & beard in the western half of
this country, | can get that infor-
mation (from UNOSE, and | can
probably ger it within 24 hours.”

Braslow made those comments
last sumumner. Since then, UNOS

has repeatedly denied requasts
by her office for data listing the
TEASONS (ROSPIANT Programs
down organ offers. The Plain
Deslar requested the informarion
under the Freedom of Informs.
tion Act for gn?“é dtzat trans-
plant hearts, jungs, eys, pan-
creases zad livers, fﬁ
1ast July, Brasiow, Deputy, Div
wcwtr)a Rem Amum atjor-
ney David Henor o e
quest the data from UNOS and
provide it to The Plain Dealef?"
They backed down when UNOS |
objected o the newspaper's re-

uest. After the paper sppealed
&e denisl, Brasiow made & orit-
ten demand 12 UNOS for thedata.
OnJdan. 1§, Graham saidno. 02
UNOS officials have repeatedly
contended that the data sre “mis-
ieading” and "meaningicss™ indi-
cators of transplant centers’ qual-
iy, -
After several discussions with:
UNOS officials, however, Aromdl
stated in differsnt terms what he
belisved was UNGS' objection to
reiease of the dats. o

“I had asked for the data~you
requestead .. {but] they %;;t
wan! 10 give us the data for
purpose that we're asking for it,”
Aronoff said. “They think if #'s
given out snd publicized, iToll
jeopardize their ability 1o get that
samc“&daw fro_rg their mm&"

tiuse iUs potenbally -

lbarrassing?” Ama;:fff was ask_é?}
“Well, yeah, cight.”

E

ot

du
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FFERS OF HEARTS REFUSED FOR NONMEDICAL REASONS

ra Botween June 1 1094, and Dec. 31. 1994. the mation's cransplan
&eﬁgs mmed away about 83 percent of the affers of henrts matched
s their patients, Nearly nine out of 10 times they did so basad on e
unedical judgment such as the recipient was wa il or the donor was
The wrang size or weight. Most programs also refused heart offers for

r nanmedical reasons - bacause the surgecn was upavailable. the hospial
was two busy or for some other admiristrative reason. This chart includes
only hospieals that received 12 or more heart offers during the last seven
months of 1854, the Iatest period for which such information is svailable,

I0¥ 20
3 Haart Refused Percent vefused Patients
i;‘ Hospleal. City. State ‘ offers | Trensplapted | Refused || ponmedical ponmedical waiting
University of Kansas, Kansas City, KS & - 0 ulon 4T 82 68.08 g
% University of Maryland Baltmore, MD 13 2 I 7 5385
3. William Beaumont, Roval Oak M]. 108 1 - 108 &2 49.08 23
s Vanderbiit University, Nashviie TN u2 1B 83 48 4107 30
Lniversity, Lexington, KY ! 28 8 S - 10 34.48 10
Ungversity of lows, Jowa (ay. TA 72 8 &8 24 3333 iB .
3 Henry Ford Detroit, Mi 37 ww | . 2 3243 wo
Larter-Lxay Saints. Salt Lake City. UT G 8 .. " 8 30 3 .
Methodist Dallas, TX L S 2 w8, 5 2778 .8
Upiversuy of Wisconsin Madizon Wl 58 32 . . 18 A& v bt 3}
St. Thomas. Nashville, TN _ 56 i 48 )31 268789 48
Johns Hopions. Baiumore M ! -2 k4 20 7 2584 4] ‘
Ussversity of Atabama Binmingham, AL a8 24 - 22 26 23 _
3" HRartford Hartford CT 20 7 18 5 25 .
i3 Urdversity of Utah, Salt Lake Sty . UT o] 10 S [+ 3 25 - 1
1B Su Franeis Tuisa OK . 4.1 9 18 8 24 20 }
17 Jacksoo Memonal Mlamd FL n . ) ~8g - 17 23.84 13 :
B Jewish Lowsville, KY Mo i2 128 33 2357 40 i
B Newark Beth israel Newark {3 a8 12 58 4 20659 12 :
T Umversiy, Derver OO as 7 s i 7 0 13 :
IDTTOM 20 !
] Heart HAefused Percent refused Patients
"~ Hospital. Cigy, Seate ; tffnes Transplanted Hefused noaaedical ponmedical walting ¢
{ Sacred Heart Spokane. WA 98 30 g8 2 204 4 !
T SuJosephs Atana GA S8 8 49 1 172 <13
2 Methodist indunapolis IN ' 88 |7 54 H 152 37 =
3 Unpversity of Virgirea Charlotiesviiis, VA 73 20 53 i 137 34
4 Suanford University, Palo Ak CA 435 22 413 ‘3 0.85 a3
$ Cleveland Chnie. Cleveland 303 38 267 L] 033 42
8 Childrer's of Los Angeles. Los Angeles CA 32 2 30 0 O 1
B Loma Linds University, Loma Linda CA 2¢ 20 ? 0 g 4
5 USC-University Los Angeles, CA 18 3 15 0 0O 16
8 Tamps General Tampa FL ) &7 o4 38 0 ) “®
6 Rush-Presbyredan-§1, Luke's Chicage. IL 24 1 10 . D ¢ 8
3 New England Boston MA 15 3 4 B ¢ 0 ]
5 Brigham & Women's. Bunton MA 45 ] 3 0 G T
3 Bames. SL Louis, MO az M 18 g G 46
3 Chuisiren's . §t. Louis, MO 29 B 18 Y] L1 2
3 Umversity of Mississippi, Jackson. MS 12 24 3 [ I 2 5
3 Medical Cotiege of Ohio. Toledo 25 3 22 © o 16
3 Medical University, Charlesson, SC Z0 B 1 O 4] ¢
5 Methodist, Houston, % - &8 13 54 0 i ] !
i Tmwersity. Saattle, WA 32 5 it & 4] 15
WHERS IN OHIO ! ~
3 Children's, Cincinnay 17 2 15 74719
+  Okic S1ate University. Columbes I 27 - ng g 3,78 ’ 3} j
3 University of Cincinnatl, Cinctanati | 81 B 63 2 2. ! 7

ROE Unined Nereozk for Organ Shavag

;
%
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Hospital halts
transplants,
oesnt tell
dying patients

Third of five articles

By TED WENDLING.
DAVE DAVIS
atl JOAN MAZZOLINT -

e
PLAI BECLFA REPDATLRS

RANSAS CITY, Kan. — Two
months after Adrianne Hart en-
sered the hospital o be svaluaied
for s heart rransplant, her mother
ieaned over her hogpital bed and
gave the !eyear-old honsr sk
dens pernyission 1o die. |

“t sad, "Hosney, H vou ses &
bright hight snd 3t feeis’ good to
v, vou can go. § won't be mad at
you,” " Janses Hart recalied. *She
cosidn 't talk, sur | koew what she
was thinkmg: " You mean I'm dy-
g :

“1 st cauldn’t come oul and
teiiher thal shewas,” 4

Hare's grwd ever Adrigane's
Aug. & I¥94, death didn’t end
with the funeral A month iater,
her nephiew, Roymond Price, 20,
stricken By the same hears ail-
ment that affticied his cousin,
was hospitalized for evaluation
for a hear? wansplant in the same
University of Ransa: Medical
Center iniensivescare room in
whigh Adrianne had died,

Toid be had begn added to the

cunter's transpiant waiting list,
Ravmond chose the option m No»
vetnber 1994 of wasting for a
heart a1 heme m King {ity, Mo,
istead of the hospitsl, said his
mother, Sherr Curtis. The follow.
ing March, he was found dead on
# waterbed in the home of a
friend in nearby St. Joseph, Mo.
. Hart and Curtis didn know it,
but the university's hears trang.
plast program was dsad,’ ion.
fven before Adranne's death, it
had fallen victin to an interna
pelitical struggle thar ssw pro-
gram adrsnistramors turn dswn
every one of the heart offers
matched to patients on the san.
ter's watting iist, most of them for
nonmedical reasons, g

Oificia's at the two agencies

“that oversee the nstion’s trans.

piant gystemn insist that the Uni-
versity of Kansas Medical Center
seanda! was an isolated case. But
their own records show that gt the
same time the Kansas story was
onfoldisg in the local press, 27

other heart wangsplant programs -

ground the country were terming
dows ag many ag one-fifth of their
heart offers for nonmedical rea-
£0D8,
Untl recently, none of that in-
formation waz ever made public
bK the United Network for Drgan
Sharing or the U.S. Departmant
of Health and Human Services,
snd neither sgency made as
mech as 8 single phone call to the
programs 30 inquire about the
h%h.nmm;ca! terndowsn rates,
gificials &t beth agencies say.
UNOS has been designated by
HHS 0 manage organ transplan.
tation.
In Kansas, asx investigators
would Iater conclude, patienls
were deceived, university offi-
cials failed to act and UNDS, lack-
Ing reguigtory sothority over its
member nstitution, never noti-
fied state or federal authorities
that there was a problem,
By the time Xansas' attorney
general announced last August
tiat the University of Kansag
Medical Center and two founda-
Tioms affitiated with the universiry
had ggreed v pay $265,000 in res.
u;azwge ﬁnd penalties for “egre-
gious avior,” Hart and Curti
had heard it sl e

bbb, bbb e s A 3t

Cleveland Plain Dealer
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The sisters had heard the 2s-
surances of medicsl center J)ﬂ‘*
sonne] that Adrianne would be
added to the waiting list as soon
as her health stabgized. Curtis
alst remembered the gontradic-
tory statements of nurses, some
of whom had [alzely told her that
Raymond had been added 10 the
waitiog iist,

“I'moangry.” said Curtis, who
will use par of the settlement her
lawyer recently negotisted 10 buy
& tombstone  for  Rayimond’s
grave. “I'm mad becauge if he
had gone o St. Luke's fin Kansas
City, Mol maybe he would have
lived. To iet our children die just
because of a businesslike, money
meniality -~ that's what gels to
%"l

Internal conflict

In investigations gpurred by
srories in the Kansng Civy Star,
state puthonities found that be-
rween Jan. I, 1994, and March 33,
1985, the medical ceater placed
on it waiting Bst, or svalusted
for placement, 38 Fatiersis who

had inle chance of actually re.

cerving & heast transpism. Thir.

tean of thosz patients have died.
*-f
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Tnvestigators foumd that prob-
lems at the medical center began
in the spring of 1954, when sev.
eral nurses, unhappy about a d¢.
partmental marger, guit end oth-
grs started sing 10 work
pvertime. As & consequence, the
twe heart transplant syrgeons,
{38, Jon F. Moran and {lay Beg-
gerty, began 10 turh gown heart
offers for their patients, cen-
vinced that the number of re.
maining staff was inadequate and
that they lacked proper training
i post-gperative care. .

Although Moran detailed &ais
concerns in memos he sent 1o his
superiors, the staffing issue was
never adequately addressed, and
Moran continued to refuse hearts,
the auditors said.

“As we atked with medical
center officials throughowt this
audit . . . clearly, no one thought
1 was their responsibility 1o in-

. furTn patients about the problems

that connmies 1 plague the pro-
gram.” g repert by the Kangsg
Legisiative Post Aundit Commitiee
saud.

{nvestigators foupd thyt Dr,
Seven B Guollub, the medical
center's director of cardiovasca-
lar medicing, deceived panents
by leading thenm te believe the
zeoter was doing transplants and
hy faisely tetling some patients
that they were on the waiting Hist.

That's what hsppened (o Cars
lee Gardner of Empona, Kan,, ia
July 1994, After three months of
waiting, Gardner’s hushangd, Bill,
asked Goliuh to refer hiz wife 1o
another haspital. According o an
affidavit Cars Lee Gardner pro-
vided (o the attarney geaneral's of-
fice, Goliub turned fo the heart
tracspiant coordinator and said,
“11°8 got Rer p heart reaj soon.”™

Gardner didn't know it then,
bautt, acecording to & lawswit she
filegd last Juiy, her name wasn'f
even on the center’s waiting list
at the time Gollub iz alleged 10
have made ths comment. Al
though she was added the next
gxeon . the spi§ $4vs, she later un-

rwent  tripie- SUIgery
&nd wes taken off tha list,

Goliub and other university and
medical center officials declined

i

stions about the

G answer
heart-transpiant program, which
hasbeen closed.

“With the filing of litigation, we

found ourselves m a delicate situs

Patients, but no transplants

The correspondence included a
Juge 1994 Istier irom Moran’s
7% . who claimed that the

ical center had “refused to
confiren that its hesrt transplant

ation,” ' wmversity

Randy Anwosd suid In a
statement, “Because of the

sgal slement, we have declined

further interviews.”™

Bk Beggerly and Moran have
left the University of Kansas,
Beggerly declined to comment,’
but Moran, who filed a defama-
tHon lawsuit agains? the university
and several of its officials last
Juiy, said he had been unfaitly
made asca 2. :

*When § wanted to close the
program at KU ... I wied by ev-
&ry avenue my anorneys said was
appropriste.” he said. “1 calied

08, 1 went to the {medics!
cepter] chisf of staff, 1 said,
‘Plegse, ot me close the pro-
gram,” and 1 was refosed permis-
sion to close the program.

41 could have resigned and [
guess lots of ethicists would stand
uy angd say ... I wos like the
guard at Buchenwald. But I was
frying o keep & J)mgram that had
beer very good either good or
gaing, and there were other pro-
grams 1 was responsible for that
were saving the lives of children
in Kangas,"

Did Budig know?

Probiems at the medical contar
went far beyond Moran and Gol-
Ll They extended tothe office of
former university Chancellor
Gens A, Budig, whose name sudi.
tors placed al the top of a report
listing 12 people “who wers
aware of probiems in the hesrt
transplant program but did noths

to address them.”
udig is now president of base-
ball's American League,

Ly an August 1998 interview
with Kansas suditors, Rudig said
Iie was “not aware of any specific
probiems” with the heart teans
plant end claimed he
“wasn’t aware that hearts were
bmgf turned down for other than
medical reasons™ untl May 1995,

But stare records show that be-
tWern and July 1954, Budip
received four letters describing
serious problems in the program.

" Medical Center. Our

rogram is on insctive status,
ghemby nisieading the patisnts”
andogiolaﬁng its agreement with

URDS.
Phyllis  Merhige, Budig's
oman, said he would oot

COmment.

fAds tout program

1 University and medical canter
afﬁm‘mfused w clﬁse the haax;t
trans t program because ¢oi-
ieagues in the Lver and kidney
transplant programs “felt firmly
that any period of inpotivity ...
would be harmful to our {other)
transpiant programs,” the med.
ical staff chief satd ina June 3994
memo to Moran. T

| So concerned were muedical
center officials with the heant
transpiant program's image that
ih November 1994, six months
after the center began refusing
every heart offer, the university
started running radio ads touting
ifsprogram.

{“Cur transplant programs for
the heart, Hver, kidney and bone
marrow continue to transform
Hives,” the ad's narrator said as &
heart beat in the backgreund.
“Place your trust in the ama'’s
largest medical university ... KU

| dovtors
teach the other dociors.”

‘By that time, Adrianne Hart
was dead. So were patients Rich.
ard Miller, 81, of Topeks, Kaa.,
and Robert J. Weingart, 44, of
Kansas City. ,

And Lloyd Crofy, 85, a carpen-
ter who had been waiting for o
g:tqv:;i hcagssince 19931:i way still
inching his way up the waiting
list. Or 3o he thought.

After being listed -for three
years, Croft paid he wastold by s
doctor in 1994 that he wouldn't
need o hesrt transplant immedie
ately and would placed on
"standby,” medning he could be
reaotivated on the list if his condi-
tion worsened. He remained in
that stazus until the scandal
broke, He is now a patient at an-
other hospital,



“You're under these profes.
sional people’s hands, and you're
Tusting these peopie.” Croft said.
“They've got vour Life Hierally in
their hands, and they back-giab
you for a eouple of dollars.™

Auditors d that Croft and
13 pther gtopic who were on the
waiting berween May 1954
and April 1965 wers billed by the
medical center for more than
$418,000 in fees not covered by
insurance, s

UNCQS didn't blow whistle

Records show that UNOS, the
nonprofit conmactor that devel-
ups volunla m for the

niversity o Medical
Cemter and other member trags-
plant  insntulions, was aware
garly on thet the medical center
was not doing heart transplants,

Moran, the ransplant surgeon
who Wwas wming down hoaets,
toid auditors that he called UNGS
in May 1994 — when the center
stepped doing transplants - to
try 19 get he program insct-
voted, but was toid only hospital
adminisirators had that author.
ity, NOS officials disputed rhat,
telling  auditors  they  weren’t
aware of any probiems at the tan.
ter uatil Novernber 1594, .

UNOS was  dissuadesd from
pressuring the university to chose
the program after several convers
sations with 7. George £ Piercs,
2 University of Kansas kidney
rransplont surgeon who served as
the mesical center's UNOQS repre.
sentative, )

Pierce 1old auditors he came
away from the discussions with
the understanding that the med-
legl center would be given an
" unofficial grace peried’ to get
thungs straphiened oul,”

He slsc maintained that “ad-
hering to UNOS guidetines was
tess important than keeping the
heart mmsgiam programactive.”

UNOS officials 3156 werp aware
that the medical center hag hired
Dy, Hamner Hannah, who had not
agsisted in enough hesrt trans-
plants t¢ be certified by UNOS, a3
Maoran's replacement. But Plerce
ield aaditors that after initi
raising concerns about Hanmah's
iack of experience, UNOS offi.
cials said they “wouldn’t shject ro
Dr, Hannsh asd would, as Dr.
Prerce said UNOS implied, "lnok
the ather way.” "

‘ satd he dign't recall making such

UNGS officials have denfed

t elhim. UNOS legal counsel
g’{‘;@ H. Sommers declined to

answar auditors’ guestions about
wmggraﬁﬁﬂs med Hannsh
to operste, FAying she “dida?
want g get foto & ‘be said, she
said,’ "

UNGS cerdfication standards,
which sre voluntary but widely
secepted within transplantation,
call for heart transplsnt surgeons
to have performed or assisted in
8t least 70 wansplanis within
three years, Hapnah had doue
just pight, sccording to the audi-
O anman who would net com

wo -
ment for this story, performed his
first transpiant gt the universirty
an March 25, 1995, The pstient
was Robert W. Trent of Wichita,
Kan. Trent, 32, died the same day,

So salicitous was UNGS towssd
its member institution that after
the Star broke the story, former
UKOS Execative Director Gene
A. Pierce called the medical cen:
ter’'s George Plerce (no relation)
to assyre him that “UNOS didot
blow 1 whistle” on the medical
center, Geurge Piarce Told audi-
tors. ‘

'The Kansss surgeon went on 1o
gaote Gene Pierce of UNOS as
tcui:zg.hir::h that “UNOS had ;;ét

ive in 1o the reporter's reque
gmr e Freegm of Informa-
tion Act, and that UNOS stalied
an releasing the information for
% kmug‘as it coyld,” aceorging to

ayditors’ report.

Gearge Pigng: of the medical
‘center  declined to  commpnt.
Gene Pecce, now retired and Liv-
ing in a Richimond, Va., suburd,

comments to the Katsas surgeon.
"} don't recall it exactly like

e said, but I trust George 50

it could have heen a misinterpre-
tanon ar something liks that, I'm
really not sure” Gene Plerce
gaid. “Bul we have never tried to
stobswall anybady, net while
was there, and if it appeared that
way it wag for another reason. It
cortainly was not just stonewall
ing o gionewali.”

Walter K. Greham, who was
Gene Pierce’s top mssistant and
succeeded hirs in 1998 as UNOS
executive director, said UNOS
was got gWware of the full seope of
the problemns ot the university un-
il after the story broke. But even
hed UNGS known that patients
were being deceived, Grgham
said UNOS iad oo legal suthority
tointercedes, :

That has changed under » con-
tract UNOS and the goverament
signed Dec. 30. The contrsct in-
cludes o new clause that requires

"UNOS 16 monitor, investigate and

11 to the government any in-
cidenr that “jeopardizes the
fiealth of waiting-list_patients or
transplant revipiensts.”

Sincr £ 80 anything oot he

Hat to do ing { the
F(.:hsas City scanda! under the
previogs contract. He said thet
responsibility belonged o the
hospital,

“Those are issues of fraud,
they're issues of maipractice,
they're issues thal DNOS can pot
ever get invoived in,” he sdded.
“We're not sver going to get in-
volved in somet like that.
That's very much a iocal legal is-
we‘"

‘Fear of public opnion’

The Universiry of Kansas sean-
dal alsn caught the suention of
HHS® Divisien of Organ Trabs.

laritation, the agency that refu-

o8 UNOS. Director Judith B.
Braslow asked UNOS 1o doa com-
puter run of 2]l times hearts were

dowsn at the nation’s 167
hear? transpiant centers for the
iast seven months of 1904, The re-
port showed that 28 centers had
tursed down for nonmedical rea-
sons X0 percenm: or miore of the
heart offers enade to them.

And that iz where the govern-
ment's inguiry stopped. Not one
of the centers with tgd high mra-
down rates was audited, nof ons
was sven coniscied, Braslow ace
knowledged, N
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“What 1 was inms}cd in g;z
marily was putting in place & sys-
tem so that the same tbmg
wouldn't happen & second time,
she said, ’ 2 done s done,
The Kansas situstion had come to
light and 1 thought our rols
should be to ensypre that this
didn"t happen again And sp we
asked that it be referred to the
[UNOS] membership snd profes-
m‘}i ; Sandards  cothmittes,

¢hitwas™
mm issue was got addressed by
the UNOS committee unti] 185t
June, when members voted to be-
#in sending letters of inguiry2n

roRram that mraed down 4g
congacia] offers. As for

eonsecutive organ :
the sticky issue of what to tell pa..

teots, the committee decide

that “inactive” programs shoul

inform their patients, Ea,
But the committee never din

. cided how long & center sogld g%
b

Junts

* before being considered inactive,

nor did it t:kegiaewtmm do about

TOgTms that were furaing dowen
grgo numbers of grgans for nons
medical reasons and not telling
their patients, ) .

UNOS President Dy. Jemes,F.
Burdick sajd those issues were
“under careful study to  de.
lermine what might be done ro
correst them,”

1o say that UNGS was at fanlr
there s incorrect,” said Burdick,

© a trangplant eot: at Johns

Hopkins Medicat Crater in Bajti-

. more, “UUNOS has done quite s bit

in & genersl way.... UNOS
doesn't tske legal action aﬁﬁnst
transplant centers, In fact, UNOS

: really doesn’t have the power o

Chuse any achunl concrets nagy.
tive impact. . ,

" “UNOS' punishment is really
fear of public opinion of what
s IEht happen if they're not com-
P e b tive,
. Ot Qran's  perspective,
‘there has bsen mo feal punish.
‘ment of the prople who were ze.
sponsidle for whar went wrong at
the University of Kansas Medical
‘Center, AS & resylt he tossn't
foreses being a heart transplang

8 magazﬁ. i
Lt me lf you: This % & dirty.
Buginess,” miﬁ Moran, now gz

‘cardiathoracic surgeon at Pt
County Memorig! Huagg&z in
Greenville, N.C. I don't so trans.
plents and 1 have no interest in
ever being involved in trasspian-
tation again. It would bave to
¢hangs.”

b o el

%“

Biotos and Captions Omitted
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Waiting
patients
not told

Secondof five arfic!es

DAVE DAVIS,
JOAN MAZZOLINI
and TED WENDBLING

BLALY DLALLY REAORTERS

EOYAL OAK, Mich. -~ The
sum of Patté Sruber's donated
purls wagtwo eyes, two kidneys, a
iiver, 30 bone and Yissue Sampies,
amt ane beating beart,

In a wrenching, bitterswesl
story of love and death, the heart

“of e 22-year-old nursing student

went 1o her father, and # made
Mighigan tree farmer C(hester
Szuber the most famous hean
transplant recipient in Amenca.

Patti Szuber’s tragic death in s
¢ar acgident in Tennesseg in Au-
gust 1994 and the transplantativa
of her hears into the chest of her
ailing S8-yvear-gid father also
thrust the soburban Detroit hos.
pital at which the surgery was
?e;fomed into the national spot-

wgrht,

. Chester Szober had been wait.
tng four yvears for a transplant,
and William Beaumont Haspital
in Royal Gak was jnundated with
valis from reporters snd TV pro-
ducers who wanted to iell the
fasily’s heartbreaking story,

But what Beaumnont officials
never okl Szuber or any of the
gther 23 patients on their waiting
st in 1994 was that the national
shortage of donor organs wasa’t
the only reason they had been
waiting 5o long for new hearts,

‘ “aﬁm&nistmﬁ% M

~ Patti Szuber’s,

That year, Besumont staff
turned down for nonmedical rea-
sons 101 offers of hearts suitable
for transplant. The reasons for
the turnedowns, as reparted 1o the
United Network for Organ Shar-
ing by the organ banks that of
fered the hesrts to Beaumont,
were either “surgeon!
gnavailable/program too busy™ or

Ansther 76 hsart offers were
turned down by Beaurnont ad-
ministrators in 1994 for medical
rensons. They accepted just one

Beaumont wasn’t the only pro-
gram that was turning down heart
offers for nonmedical reasons
that year. While rransplant pro-
fessionals were publicly jament
ing the shortage of donor vrgans,
28 of the nation's 187 hesrt trang-
plant centers refused for non-
medical ressons 20 percent or
more of the total heart offers they
received during the last ssven
manths of 1994, according to
UNQGS records. About 97 percent
of those hearts were later trans.
plented into patients al other bos-
pitais, a UNDS officisi said.

“I'm surprised that the num-
burg are that high,” said 'I‘immas%
H. Murray, director of the Center,
of Biemedical Ethics at Case
Western Reserve University and
one of several ethicists and doc|
fors who said they were unaware,
of the practice. “You'd like to
know what the circumstances
wers ... but if they can't give!
good reasons, it's troupling, 4

“You can counl me among
these who were surprised to hear,
that it happens at all. J assumes it
was extremely rare, and it ought
{obe extremely rare.”

Transplant professionals say a
hospital’s rate of turning down or]
gans for nonmedical reasons ig

*

ust one factor thal patienis|(.

shauld consider whes choosing &
hospital. Other important factors
are a hogpital’s mortality rate and
the median iength of time its ps-
uems must wait before being

i

transpiantad. i
1

Clevelany Plain Dealer
Worday, Febyruary 3, 1997

A ceater's high nonmedical
turndows: rate also doesn't neces-
sarily wansiate into longer me-
dian waiting times for patients. In
some ceses, a high rate of furning
down organs for nonmedical rea-
sons simply reflects the size of 8

rograme and the resources the
gospitai has devoted totransplag-
tation.

For example, of the 806 offers
of hearts tuwrned away for non-
miedical reasons during the last
seven months of 1994, many were
refused by smaller programs,
such as Beaumont's, which bas
just cne transplant team. That
means vacations, medical confer-
ences and other cardiac surgeries
thar might ¢all any member of the
team away forced those centers 1
turm down hearss they otherwise
miight have accepted for waiting
patients.

More recent turndown dals
could nol be obtained because
UNGS, the government confrac-
tar respansible for allocating do-
nated organs, has refused to give
1865 and 1996 orgaqa turndown
figures for individusl hospitais to
the U.5. Department of Heahh
and Hutnan Services.

UNDS  officials claim that
transplant centers have nol re-
viewed the figures and that the
data mey have been inaccurately
or noauniformily repirted by the
nation's 66 organ banks, They
also ferr that making the datas

sblic would dise centery
m voluntarily providing infor-
mation, provoke lawsuits and
change the way the data iz re-
poried in the fiture, rendering it
soientifically useless,

Beavrnont - which has dene an
average of just 2.6 heary trans.
plants a year since its program
apened in 198% — had the 1hird
nighest percentage of nonmedical
turndowns in the country during
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the iast seven months of 1994,
During that time, Beaumont
turned down 52 offers of heams
for ngpmedical reasons, an aver-
age of more thafl bwo per patient,
UNOS records show, :

In s interview in October,
Beaumont administrators - dis-
puted the pccuracy of the turn-
down figures, But last month,
after referring the matter to the
hospital’s peer review committee,
thay confirmed that the figures
were correct, .

Hospita! officials would not re-
veal the results of the comimit-
tec’s report, which was com-
pleted in Decerber, but said they
had addressed the problems and
had not turned down uny hearts
in 1 996 for porimedinal reasons.

“Noamedizal  wurndowns  of
hearts is something that we don™t
find acceprable zround here, at
least anymore” said hospital
spokesman Mike Killian, **The is-
gue 15 that 2 shouldn’t have been
done in the first place.” P

Beaumon! administrators attri
tbuted part of the problem o the
busy sehedyle of Dr. Jeffrey M.

Altshuler. the hespital’'s anly
heart transplant surgeon. Al
shuler performs about 230 heart
surgeries 3 year, Or about four a
week, When a hesrt is offered, he
aften must be availablie to remove
as well as transplant it i

“The big probiem io having one
transplant surgeon is when ilga
on vacation | . what happens o
the regipwents?’ ASishuler said,
“We've matde arrangerments with
othes transplant programs now
that f ' gone for » week, we
call them ... and they wil) cover
forus.”

Beaumont officiais would not
say whather any of the patients
for whom hearis had been re.
fused died withowt receiving o
transsiant. Because patient infor.
mation is cenfidential, The Plain
Dealer was unable to identify
Beaumont patients or thair survi-
¥ors io interview for this story,

Patients not told

in 3 practice officials at Beso-
mont and some other hospitals
said was oniversal, Beaumont did
not ell any of the patiests on 125

waiting }ist about the nonmedical

turndowns. That deprived them
of the choice of transferring to

another heart traaspismt pro-

gran. :

Patients st Bezumont and slse.
Where generaily also aren'l awape

that trepuplant centers rurm dowsn |
most of the hearts they ere of-

fered for important medical res-
sons, such as the recipient was
e il or the donor's size or
weight were incompatible with
the mecipient. X

“There are aiways exceptions,

but as & general practice, patients
are not told about [organ] nwrp-
downs,” said Dr. Leshie Rocher,
Beaumont's director of transplan-
Lation services. “Tt doesn’t add 1o
their well-being.”

Some medical ethivists dis.

res Jeffrey M. Protias a UNOS

cs committee member, even
goes g step further — advocaring
that patients be given turndown
data when they are deciding
where to have 2 transpiant,
rather than after they ave already
hospitalized.

“Whenever 1 have my say on
this issee, 1 say that UNOS.ought
2o be publishing sl of this,” said

rottas, who teaches heatth, poli-
bey at Brandeis University 'in
Waltham, Mass. “i’s really un.
fair. Everybody should know
these sorts of things.™ Lo

But they don't - particdlariy
when organs are rurned down for
ponmedical reasons. Officialy’ at
Ohio State University Hospita!,
Vanderbilt University Mediga]
Center and other transplant cep.
ters ground the country all said
ey don's tell patients abogyt f#oen-
medica) turndowns, S

As B consequence, patients at
Vanderbiit didn know in 994
that 41 percent of the heart offers
were being turned down for nan-
medical reasons while the hess of
the Nashvilie, Tenn, hospitads
heart transplant program, ~Bi
Frist, was campaigning for-the
1.8, Benate. RNTS

Vanderbilt refused 93 offers of
hearts in the last Seven months of
1994, 46 of thens for nonmedical
reaszons, accerding ta UNOY data,

Frist, who was elected 1o0.$he
Senate that year, declined 1o.06m-
ment for this story. Since beeams.
mg A senator, he has remained in.
valved in transplant issues and,
along with Ohio Sen. Michael De-
Wine, founded the Congressinnal
Task Force on Orgas and Tissue
Donation. v

It is unclear how many of the
nenmedicsl tumdowns are gitrib.
utabie to Frist's absence, but hbe-
pital officials said that when he
look # leave from Vanderbili.in

late 1993, they were left sHgri.
staffed. el

*

i “When Frist left, it itgg‘ o
- deing evgwthm%' o &H the
g:lzglst heart surgery, a ém:za_d;ﬁ
thoracic surgery. and allche
transplants,” said Dr, Richard'N.
Pierson 11, the current direstor
of Vanderbiir's heart ant
p . “When 1 got hers, got
that [turndown] iist from curcar-
diclogist, why was undappy that
we had had 1o turn down organs
becauge we didn't have engugh
p&ﬁp‘c-" ERERY
Pierson conceded that Vander-
bilt turned down vrgans for.gon-
medical reasons before he.ar.
rved in .}ulg 1984, byt he
disputed UNOS data stating that
32 of the 46 heart offers Vander.
bilt turned down from July to the
end of 1994 were because a sup-
gron was unsvailable or pro-
gram was 100 busy. He gaid just
one heart was tomed down g
1994 becguse g surgeon wat Jn.
available — in August of that
year, while he was on vacation:
“Every program rumns down
organs,” said Dr. Jobn R Wilson,
director of Vanderbilt's heart fail-
ures program. “Whenever vou
hav limited numbers of surgeons
.and 'you have patients on the
Cwaiting lists, you would not like to
JBee any organ turned down. But
. thag's just not A realistic expecta.
CHon of any program. There is np
- Program in this country that can
guarantes that every organ that's
acceplabile istaken."”

-~Aware of problems
v Although heart trapsplant pa-
' Her¥s ave not swsre that many
dmspitals routinely turn down
“heart offers for nonmedical rea-
sons, officials at UNOS and the
. Division of Organ Transpiants-
: Hon have known about the prac-
-, tice for almast two years.
.-, 1. March 1995, prompted by
. Questions about heart turndowns
» Bl-the University of Kansas Med-
1-ieai Center, government officials
- asked UNOS 1o compile pefusal
data on esch of the nation’s 167
* heart ranspiant programs.
- -The report, covering the last
-'seven months of 1994, ghowed
. the programs tumed away
- for nonmedizal ressonz nearly 12
‘percent of 1l heart offeps.
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._"TBesides Kansas, there were &
‘mifaber of other heart transplant
vrograms  with  high  refusal

- ‘tutes.” a Division of Organ Trans-

plantation official wrote in an in-

" ternal report. The report atso said
the turndown behavior at one

“hosgital w Beaumont —— appeared

“te fit the same “profile” as the
Hitversity of Kansas.

' The identification of that pro-

" file, stemmed from & front-page
‘stary in the Kansas City Ster in
May 1995, The story reported that

Cfrom April 1994 to March 1995,
‘the center turned down all 50

T hearts it was offered. most for

_nonmedical reasons.

-, - Bubsequent stories speculated
that the turndowns may have con-

stributed to the deaths of three pa-
nemis, prompting an investigation

by the state attorney general, nu-
mersus lawsuits and, ultimately,

- elosure of the transpiasi pre-
gram.

<. But information about Besu
“mom and the other hospitals with
high heari-refussl rales was

_naver made public, and federsi
‘regulatocs never pursued the
matter, concluding that it was an
unforiunate anomaly, |
! HThere are about 85D irans

. plant programs in the country | ..
and one, mayhe 1w, have been

" brought to sur attention as prob-
lems,” spid Judith B Braslow,
whe beads HHE Divigion of O
gan Transplasiation, “We dp

15800 w 20000 transplants &
vear., We're 1alking about very
small sumbers, That's not to say
patients shouid have been {reated
this way.™ H
But according to Brasiow and
her deputy, Remy Aronoff, no
cne, ikluding anyone from
UNOS, ever even questioned
Beaumont or any of the ather pro-
grams with high refusal rates,
One reason Beaumont wasn't
svrutinized, according fo Aronoff,
was because the hospitals 1995
heart wirndown figures improved
over 15994, Beaumont’s nonmedi-
cal turndown rate dropped from
50 percent in 1994 to 33 percent
i 1995, R :
"“That put them in a category
with a ot of other programs, 3o
we dida't pursue it further,” Aro.
noff said, i

Cdd not reguire

Although peevigus contracts
- 2}?&{35‘6} 10 report
porantial problems to the govern-
mest, a new congract UNOS and
HHS signed Dec. 30 pequires
TNOS to monitor, investigate and

any incident “that jeopar-

m M
diggt the health of waiting list pa-
tients or rrangpiant recipients.”

Becauge fow psople are aware
that hospitals turs down donar
organs, few have been advocaling
that patients be told, The excep-
tinns are the patients and families
who waited In vain for hearts at
the University of Kansas Medical
Center.

“T absolutsly beiieve that pa~
tients or their families have a
right $o kpow what's going o4 80
they can discuss it and make bet-
ter decisions,” said Loetts De-
Walt, whose husband died before
he could receive a hwart trans-
plant st the medical center. “We
were not told anything.”

Teddy DeWalt, 50, & retired
Kansas City firefighter, endured
months of poking and prodding
with the hope of getting s new
neart. But in February 1994,
while he was being evaluated for
a wansplant, his enlarged hesrt
failed.

“$1s was toid tha? it was time to
go o Hfe support,” his wife re-
called, “Ar the last muinute, he
changed his mind, which was
probably just as well since he
would have been going (o a piace
where they weren't even doing
transplants.

“He died 10 minutes later.”

Keeping secrets

With the exception of dals in-
volving Beaumont, UINOS offi-
cials have refused to relsase w
the federsl government or the
public 1995 and 1996 figures
showing how many hearts indi-
vithual hospitals turnad down for
normedical ressons. They also
have refused to release wurmndown
data for other rypes of donor or.
gans.

UNGS President Dr. James F.
Buordick, a transplant surgeon a2
Johns HMopkins Hospital in Balti-
more, said terndown figures were
“not a very ussful statistic” and
should not be used to judge trans.
piant center performance.

et TR 5, BHR

“#f you want [wo use the data) o
say such-and-such center wasn't
doing things right, Fm telling
you, you're on thin ice there”
Burdick said.

He sdded that piving patients
information on organ refusais and
median waiting times af trans.
plant centers “don’t help patients
very much because, lo and be-
hold, everybody’s deing an excel.
Iens job.

*{ think that in the big picture,
the jasue of releasing the data to
patients is an idea that would be
designed to fix something that
isn't a big probiem ... If you're
rying to talk about ways to help
patients understand the national
systam, we've got many ways that
we can help patients more than
by giving them this dats.”

One way UNOS helps patients,

Burdick and uthers say, is by pubs
lishing survivai rates for all
transpiant centers in the United
States. But that information is
based on transplants performed
five or more years agoe. An up-
duted survival report is due out
this summer.
" The Hmited data UNOS and the
government have been willing 1o
releass shows that the probleem of
nonmedical rurndowns of hearts
has worsened since 1994,

{On average, in the last seven

monaths of 1994, centers refused
for nonmedical reasons nearly 12
percent of all heart offers.
_ By the next year, that rate had
mereased 10 25 percent. And in
the first quarter of 1996, it had
dipped shightfy, but wes st at 19
percent.

Nat all transplant centers turp
down large numbers of hearts for
nonmedical reasons, however,
Seventy-one hospitals managed 1o

#y



keep refusals for nonmedical rea-
sons below § percent, according
to the 1994 data. They included
the Cleveiand Clinic, where just
0.33 percent of the beart offers
were refused for ponmedical res-
s0n8,

Dr. Robert W. Stewart, hcad of
the Clinig's heart iransplant pro-
gram, atiributed that number to
the resources available st the
Clini¢, which performed 74 heart
trangplants in 1995, more than alf
but three other centers. .

“We almost never would have
o hurn down a heart becauss we
don't have the manpower,” Stew-
#rt said. *You cannoi, in 8 Smaller
institution, have the privilege of
having three separate teams, If
you're just completing 2 trange
plant and they call you with an.
gther donor, vou're probably aot
going to be able to use the people
whe are niready doing that pamc-
ular procedure. You're golng to
have i have an emzmi} new
ream standing in the wings.

Defining ‘inactive’

Last summer, UNOS adopted &
policy thot calis for leners of in-
Quiry o he sent ¢ sny program
thot furns down 10 consecutive
organs. After same debate, it also
gecided tha! programs found to
be inascuve” should inform their
natents

Left unaddressed were the is-
sues of hese long a centersould go
without perisrming trans:ﬁaa!s
before being considersd inactive,
and what o do aboeul programs
thal weren't technically inactive
but were iurping dows large
numbers of organs and no: telling
theirpatients.

UNOS Executive Director Wal-
rer K, Graham would not say
whethey UNDS had sent letters of
inguiry to any ol its members,

Brazlow, director of the Divie
ston of Drgan Transplentstion,
supported the policy, burt sgid she
was not entirely satisfied,

“Fo me, it is zzacmscmnabie
that 3 program should be inactiva
and the patients not be natified.”
she said, *There 1sn' one of us
who wouid sit still for that i &
WErE Ur Spouse o pur kid.” ;

H

Many donated
organs : are never
transplanted |

By TED WENDLING

STAFF WIEE

ir phone conversations emn
held ut night, ergan bank dond,
tion speciaiists snd hospital crgan
g;nczmme:zt oordingtors carel
kl? over 3 standardized

st

I)iad the next.of-kin give wmtein
cansent for denation? How did tiw
donor die? Does the donor have a

- history of Cigarette, alcohol or IV,

use? What medicatinng were
administered befam the donor
diad? L]

Those and many other qus«
tions are asked of doctars, nurses
and denors’ families before an or-
#an bank decides whether o offﬁr
an organ for transplantation. ’I‘he
information is then entered into
the compuler system of the
United Network for Organ Shar-
ing, which matches it agmst
thousands of potential recipients
on the aationsl transpiant waiting,
list. The matching process nu-
mericaliy ranks potential recipi
ents based on their distance from!
the donor srigan, the number of
days they have waited, their med:
ical status and other factars,

For a veriety of reassns, many
donated organs are Never trans.
planted. For ihose that are, i
the hospital verifigs that a transt
plant was performed, the UNOS
computer generates & form listing
ail potential recipients and sends
it to the organ bank that ;imcumﬁ
the organ. The organ bank is re:
quired to show that the organ was
afferad to every patient ranked
abgve the recipient, and 1o report
the reason each hospital turned it
dowe, |

Collecting such dutas ensures
that patients ranked higher on the
waiting list were not skipped over
bBecause someone lower received
unwarranted consideration,

Organs are rarely accepted on
benaif of the first patient on the
list. In 1995, for examyple, donor
hearts were turned down by hos-
pitals an aversge of six times be. |
fore being transplanted. Three
out of four times, they were
turned down for medical reasons

ranging from issues related to
the qu&iit}? of the argan gy the do-
nor's social histery to the recipis
ent's imotedinte need for a multi-
pieorgan transpiant.

The nation’s 66 organ banks re- |
ported thal another 3,448 heart ™
offers - representing one-
quarter of the 13,801 thay were
refused in 1955 — were urued
dowy for nenmedical reasons, ei-
ther because B SUFESOn Was Wi
svailable, the program was 00
busy or for other administrative
rRAROTIS. .

Some transplant physicians dis-
agree with the way 1INOS tallies
turndown data. IT, for instance, &
hospital has three ranked pa-
tients on its waiting lis: that nre
matehes for 8 heart and the hes-
pital turng the heart down, UNDS
counts it as three tumdowns.

That's wrong, said Dr, Wayne
E. Richenbacher, director of the
heart transplant program ar the
University of lowa Hospital, Ny

“If you're offered a heart and
tarn it down, that's the end of i1,”.
he said. “That" % one offer and one
refusal”

Denn F. Kappel, president cf
Mid-America Transplant Serv-
ices in St. Lsuis, ssid he would
fike to see medical and nontriedi-
cat furndown figures made public
after being reviewed by the trans-
plant centers. Kappel serves on
the UNQS iwa.rd of directors.

“I think it's really unacceptable
if programs are consistently turn.
ing oryans dowr,” he said. v

&
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Contractor ke?ps
government in dark
on transplant data

DAVE DAVIS
and TED WENDLING
FLAT BEALER RENORTEN
RICHMOND, Ya. — For nearly tooperate a system in which com-
twe bours, Judith B. Braslow plisnce is voluntary and fajling 10

waited impatiently outside the
closed meeting room as board
members of the United Network
for Drgan Sharing met in 200
tive session recently in Boston,

“I'm furious,” she toid anyone
who would lHsten. "I can’t balieve
they're doing thizs.” !

As director of the U.S. Depart-
ment of Health and Human Serve
ices’ Division of Qrgan Trans.
plantation, Braslow heads an
agency that regulates IJNOS and
supplied the nonprofit organiza.
tion with about I8 percent of ity
%131 millian in revenue in 1985,
according to URDS most recem
income tax return, '

In the curious world of frans-
plantation, that hasp't given her
the sreess she believes she is dee.

“There's 3 lot of tension right
now batweer the government and
UNOSR,” Broslow said, “And that
tension cenmters on where does
our agthority stap, and what do
we have the right to get and what
don't we have the right o getl”

In recent months, the Rich.
mond sontrastor has repentediy
told the government what il
doesn't have the right 1o get: data
en transplant centers’ turndowns
of urgan offers, access to records
and meetings of UNOS Council
o Organ Availabiiity and, on oo
casion, even minutes of UNOS
public board and commibles
meesings. ;

Dr. James F. Burdick, a wans-
plant surgeon and UNOS presi-
dent, ackoowled that tension
exists between URKOS and Bras.
low'y office. ¥} think there are
people in the govermmenl who
-weuid lke UNQGS 1o be & jot legs
privaie.” he said,
¢ UNKGS, which was formed in
1986 as part of & public/private
ipartnership intended o manage
the acguisition and distributon of
‘the nation's scarce supply of do-
wated organs, has made itself in.
dispensabis 10 the government,
“But after vears of allowing UNOS

enforce & key provision iz one of
its contracts with UNOS, | Bras-
low’s office increasingly finds it
seif helpless when UNOS says no.

Some peopie think the govern-
ment has sbdicated its respansi-
hility. (]
“You can't delegate public pol
ic¥ 10 2 private contyactor,” said
Dr. John P. Roberts, a liver trans.
piant surgeon at the University of
California at Sen Fraacisce."You
can’t have the peopls who are in
sontrol — essentially competitors
— tpsale policy.”

UNOS Executive Director, Wai-
ter K. Graham disegrees, |

“I personaily believe that the
essence of democracy s !selfs
pegulation,” he said. “That's what
we do in this country ..\ and
that’s what TINOS does, so I'think
it's a very good reflection of the
whole principle of democracy in
this countey.” '

UNQS owes its cioutto a pﬁir of
three-year contrscts it renewed
Jast month for a tota] of $6.07 mil-
iofi. Administered by HHE) une
contract allows UNGS to operste
the Organ  Procurement|iand
Transplantation Network, a 24-
hour organ-placement  system
that matches donor organsiwiih
waiting patients. The other gives
LINOS authority to run the Scien-
{ific Regigiry of Transplant|Re.
cipients, » databzase of medical in-
formation on people who receive
transplants. i

Those contracts have allowed
UROS to become the transplant
community's  most  powsrful
player: atax-sxempl arganization
whoge members include 281 hos.
pital trensplant programs, 58 iab-
oratories, 66 argan banks and 2%
medical/scientific organizations.

UNQS, whith anjoys he gver-
whelming support of those lin.

vaived in organ franspliantation in . ’

the United States, is governed'by
2 viigian-dominated, | 39-
mem board of directors that
incindes 11 members of the pib-

t

#



iic. Board members alse iaclude
mpggsenlmives f]f,m each of
UNQOE 11 geographic regioas,

Must decisions are reached by
consensus through meetings of
the 21 committeps UNOS oper-
ates, Board members, who are not
compensated but are reimbursed
for expenses, giso hire the execu-
tive staff, who rus the day-to-day
operstions of the 184-employee
organization,

inety percent of UNOS bud-
get comes from the two govern-
ment contracts snd the $340-per-
pErsen computer registration fee
that patients or their insurers pay
to be piaced s the national wait.
ing list, The remsining 10 pereent
comes from membser feex and
other activities.

The snstional waiting Hst con-
tains more than 59, registra-
tions and recsives about 7,000
pew registrations a year.

Graham and other UNOS offi.
cials celticize the goverament for
failing t pass regulations thal
would give UNOS iegal authority
to . prohibit  poor-performing
transpisnt programs from receiv-
ing organs and tzke enforcement
sction sgainst members who vig.
. late UNGS guidelines.

But aithough Grabam says the
lack of regulations has left UNGS
gRecutives with “eur hands tied
behind our backs™ because virty-
ally zll policies governing trans.
glantatioa are voluntary, ke and
other UINGS afﬁ{:ia]is adamantly

apposed 8 recent move by HHS
Secretary Donne Sholala 1o im-
pose federal regulations on UNOS)
members,

Graham said UNCS was ot ob-
jecting te government yeguistion
per 32, but said HHS' proposed
rules “will basically do away with
our standsrds ... so there i5 &
b hijosophical difference.”

e seme HHS officisis have
become frustrated at their tnabil.

has repea denied requests
by her office data lsting the
reasons ransplant programsigm
down organ offers. The Piain
Dealer requested the information
urider the Freedom of Informa-
d&an %ct for icenter:i gat trans.
t hearts, jungs, eys, pan-
gmascsaxzdl!vcrs. o
Last July. Braslow, Depury D4-
rector Ramﬁmxmuotf and aftor-
ney David or agreed £ re-

ity 1o force UNOS to provide dats,
some of those condlicts are due to
the governmeny's own inaction. A
case in point is the OPTN con.
tract, which, uotil it was rewrit-
tex jast month, re d UNOS
*tn esiablish ax on-line dats capa-
Bitity . .. sothat [ HHS] shail have
immediate access 16 OFTN data”

Bus government officials have
never had that sccess. The rea-
soté? i}}mw}w, Cim; oz&aii staff
ani isck pf tec exper
tize within her departmeni, says
she has never “eXercised” that
¢lavse in the contract,

“It daoesn't do me any goodt
bave that on-line capability if I'm

quest the data from UNOSTand

iprovide it to The Plain Dealei™

|  They backed down when UNOS

objected to the newspaper's re-

wuest. ARter the paper appaled
denial, Braslow made a derit

ten deraand to UNOS for thedats.

{nJan. i5, Graham saidns. L0

| UNOS officials bave repeatedly

B
H

 coutended that the date are “mijs-

ieading” and “meaningiess” indi-
';:&zm of transplant centers’ gual-
%tyAfTer several digcussions with
UNOS officials, however, AroodT
stated in different terrss what he
believed wes UNOS' obiectien to

release of the dats, R
i I .had asked for the data-youo

niot going to use i” she sard. “We
can get whatever information we
need. If | want to know how many
peopie were transplanted in 1995
that have blue shirts, a mustache
and a beard in the western half of
this country, 1 can get that infor-
mation {frem UNQS), and | can
probebly ge? it within 24 hours.”
Bragiow made those comments
ingt summer. Since then, UNDS

requesizd ... {but) they 't
want to give us the data for the
purpose that we're asking for it,”
‘Aronoff said. “They think if ¥'s
given our and publicized, itowil)
Jropardize their ability to get that
same data from their sources ”

i “Because it's potenuially g
barTassing?” Aronoff was asked’

P =Well, yesh, right.”

1 £
v iyt
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FFERS OF HEARTS REFUSED FOR NONMEDICAL REASONS

“wBetween June 1, 1984 and Dec. 31, 1954, the nation's wanspiant nonmedical reasons - because the surgeon was unavailable. the hospial
Eenzm turmned away about 83 percent of the offers of hearts matched  was W0 Busy of for some other administrative reason This chart includes
0 their patisms. Nearly filhe put of 10 tmes they didso based on s only hospitais that recetved 12 or mpore heart offers during the last seven

aredical futigment, such as the reciient was 1o i or the donor was maahs of 1894, zhe atest period for which such inforsnation 15 available
he wrong size or weight Most programs alss refused heart offers for -

i
LOF 20 . _ : ;

1R e e A e 8 1 4

Y Heart Refused Percent refused Pgtienis
L N Hospital, City. State ? offers Transpianiad Refused ronmedical ronmedical walting
5‘ Usiiverstry of Kansas, Kansas City, KS 4 [ - -0 WA 4T az 88086 . g
2 University of Maryland, Baltimote. MD 13 2 1 7 5385
3. William Begumont, Royal Ozk, M1 108 B | 105 52 4908 23
- Vanderblli University, Nashville, TN 12 . 83 48 4107 _ 30
University, Lexington, KY 29 8 =8 4] 3448 - 10
Universy of lowa lowa City, [A s & B &8 24 334338 18
a Henry Ford Detroly MI 37 10 st 2T 12 3243 4
Latter-Day Saints, Salt Lakte City UT 20 8 i L) 30 13
Methodist, Daltas | TX 18 b N IS - 3 -5 2778 8
University of Wisconsin Madison, W1 sB -2 < e 2712 a8
St Thomas, Nashvilte. TN , 56 S : | A 1 15 26.78 48
Johns Hopkins, aammaae. MD - N -g'; 31' 8;22 2; 2512?2 g
University of Alsbarna, Birmingham, AL : .
3 Huartford Hanford £7 . 20 7 13 5 25 15
3 University of Uiah Salt Lake City UT 20 . i S 1 _ 5 28 8
& S Francts. Tulsa OK , 25 . 8 16 ! 8 24 20
7 Jackson Memonal MiamiFL - F4i N . ~82 17 23.94 13
8 Jewish Louisville, KY . 1200 2 1728 33 23.57 40
9 Newarit Both 1smel, Newark, § 88 12 58 ST - 2658 ©7
3 University, Detvern £O 35 7 18 } 7 20 13
‘OTTOM 20 i
Heart Refused Percent refused Putients
" Hospitad, City, Stale : offers Transpianted Refused L:unmedica; nommedical walting
¥ Sacred Heart Spokame WA : o8 10 88 z 204 4
1 Stoseoh's. Atlanta. GA ; 58 g &5 ] 172 35
% Methodisy, Indiaapolis. IN _ 86 4 54 1 152 37
3 University of Virginia Charlozzesville, VA 73 20 53 1 137 34
¥ Stanford University. Palo Alto, CA' - 435 22 413 -3 0.69 33
3 Cleveland Chimc, Cleveland ._ 303 a8 267 3 033 42
3 Chiidren’s of Los Angeles. Los Angeles, CA 32 2 a¢ 4] g
3 toma Linda University. Loma Linda. CA 27 20 7 0 0 B
3 USC-University, Los Angeles, CA 18 3 15 a O 10
5 Tampa General Tampa FL 47 b4 a5 . 0 4
3 Rush-Presbyterian-St Luke's. Chicago. IL 24 4 i) . G 4] i8
3 New England Bosion MA 5 3 12 0 [+ |
3 Brigham & Womer's. Boston MA 45 w 31 0 v "
3 Bames St Louis, MO 32 4 i8 g 0 48
3 Children's . 5t Louis, MO ' 28 3 8 L H] . 7
3 University of Mississippl Jackson. MS 3 8 3 0. 3] 5
3 Medical Coftege of Ohio, Toledo 28 3 22 a - 16
3 Medical University, Charleston 8C ¢ 20 9 i L 0 10
i Methodist Houston TX : 88 14 54 14 g - i ]
i Unversity. Seade, WA ; 32 5 z Q 0 18
THERS IN OHIO : H all
¢ Children's, Cincinnatl Ry 2 18 3 17685 1
3 Ohio State University, Columbus 127 8 19 s 3.64 < : S
i University of Cineinhat Citeinnatl 81 } 18 83 2 2.67 17 7
JEE Unased Metwork for Dipes Sianng PLALY DEALLD
)
|




Hospital halts
transplants,
doesn't tell

dying patients

Third of five artivles
By TED WENDLING,
DAVE DAVIS
ang JOAN MAZZOLING - |

BLAT BEALT RREVOIEERS

HANSAS CITY, Kan. — Two
months zfter Admanné Hart en.
tered the hospital to be evaluated
for a heart trangpiant, her mother
leaned aver her hospital bed and
gave the l&-veas-old honar stu.
dent permission to die. | '

“T said. ‘Honev. if you sse &
brignt light and 1t feels good o
vour, you con go. [ won't he mad at
vou," " Janice Hart recalled. “She
couidr’t talk, buf | knew what she
was thinking: "You mean I'm dy-
g

=1 just couldn come out and
teli herthatshe wis™

Hart's grief over Adrianne's
Aug. & 1994, death didn’t end
with the funersl. A month later,
her nephew, Ravmond Price, 28,
stricken by the same heart ail-
ment that afflicted bis cousin,
was hospitalized for evaluation
for a hears ransplant in the szme
tniversity of Ransas Medical
Center intemtsive-care rooms in
which Adrianne Aad died, |

Told he had been added o0 the

senier's ranspiant waiting lis,
Raymond chose the aption in No-
vernber 1994 of waiting for &
heart af home in King City, Mo,
instead of the hogpital, sad his
raother, Sherri Curtis. The follow-
ing March, he was found dead on
3 waterbed in ibe home of a
friend in nearby St Joseph. Mg,
. Bary and Curtis didn‘t know it,
but the university's heart trans
plant program was dead, too.
Even before Adrianne’s death, #
had failen victim 10 an internal
political sirugpele that saw pro-
gramm administraters turn ‘'down
every ong of The heant offers
matehed W patients on the cen-
ter's waiting list, most of them for
nonmedical reasans,

Officials at the Iwo agencles
that oversee the nation's trans-
piant system insist that the Uni-
versity of Kansas Medical Center
scandsal was an isolated case, Buy
their own records show that at the
same fime the Kansas story was
unfolding in the loeal press, 27|
other heart transplant programs
arpund the country were Tuming|

down as many as one-fifth of their
heart offers for nonmedicat rea-
sons,

Until recently, none of that in-
formation was ever made public
by the United Nerwork for Organ
Sharing or the U.S. Department
of Heaith snd Human Services,

l

and wmeither agency made as
moch z5 2 single phone call to the
rograms o iaquire abour the
igh nonmedical 1orndown rates,
officials at both agencies say.
UNOS has bees designated by
HHS 1o manage organ transplan.
tation.

In Kansas, as investigators
wouid jater conclude, patients
were deceived, urdversity offi.

cials failed 1o act and UNOS, lack.

Ing reguistory kuthority over its
member institution, never noti-
fied state or federal authorities
that there was a problem.

By the time Kansas' attorney
general announced jast Augus
that the Univarsi?’ of Kansas
Medical Center and two founda.
tions affiliated with the university
had agreed o pay $263,000 in res-
titution aod penalties for “egre.
gious behavior,” Hart and Cursis
hadheard it gl

i

Cleveland Plain Dealer
Tuesday, February 4, 1997

The sisters had heard the as- !
surances of medical center dper«
sonnel that Adrisnne would be
added to the walting list as soon
as her health stanilized. Curtis
sise remembered the contradic-
tory siatemenis of nurses, some
of whors bad falsely told her that
Kaymand had been added 10 the
waiting list. .

“I'm oangry.” said Curtis, who
will use part of the settlement her
iawyer recently negotiated to buy
& lombstone for Raymond's

rave. “I'm mad because if he

ad gone to St Luke's [in Kaosas
City, Mo.], maybe he would have
lived. To ot our children die just
becaysse of & businessiike, money
mentality — that's what gets to
'!.15."

Internal conflict

In investigations spurred by
stories in the Kangas City Star,
state shontes found that be-
tween Jan. 1, 1994, and Mareh 31,
1995, the medical center placed
on {ts wailting list, or evaluated
for placement, 38 patients whe
had lintle chance of actually re.
ceivwfg a heart Waosplant, Thir-
teen of those patients have diad,

L
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Patients, but no transplants

|

Investigators found that prob-
letns at the medical center began
in the spring of 1994, when sev-
eral purses, unhappy about a de-
partmental merger, quit and oth.
ers started refusing 1o work
avertimne. As a consequence, the
we heart wansplant surgeons,
Drs. Jon F. Moran and Clay Beg-
geriy, began to turn down heart
offers for their patienis, con
vinced that the number of re-
maining staff was inadequate and
that they lacked proper training
in pust-operative care. )

Although Moran deteiled his
concerns in memaos he sent fo his
superiors, the staffing issue was
never adequatefy addressed, and
Moran continued to refuse hearts,
the auditors said, |

“YAs we talked with medical
center officials throughout this
audit | . . clearly, o one thought
it was their responsibility to in-
form patients about the problems
that continued to plaguee the pro-
gram.” s report by the Kansas
Legislative Post Audit Committes
saigd, )

investigators found that Dr.
Sievers B, Geliub, the medical
center's diregtor of, cardiovascyw.
lar medicine, deceived patients
ny leading them to believe the
center was doing transplants and
by faisely ielling some patients
that they were on the wailing list,

That's what happened o Cars
Lep Gardner of Emporia, Kan., in
July 1994, After three manths of
waiting, Gardner's husband, Bill,
asked Gollub to refer his wife to
another Goespital. According toan
affidavit Core Lee Gardner pro
vided to the atramedy general's of-
fice, Gollub turned to the heart
trapspisnt coordinater and said,
“Let's get her a heart real soon”

Gardner didn't know it then,
but, sccording to & lawsuit she
fiied fast July, her name wasa't
even on the cenler's waiting iist
at the time Goliub iy alleged o
have made the comment. Al
though she was added the next
Eza:} . the sui% $6ys, she later on-

erwent  tripie-bypass  surgery
and was taken off the lise. e _

Gotlub and other university and
medical center officials declined

to answer fQuestions about the
hearr-¢ransplant program, which
B o e ing of titigation
W ing of Litigation, we
found ourselvesmn a daugcate situ”,
atien” * umiversnty eSILEN |
Randy Attwood said a ;vre«
statemnent. *“Beacpuse of the
rcgal slement, we have declined
Bm%rﬁm;iym;n ha
geriy and Moran have
left the University of Kansas
erly declined to comment,;
but who filed 8 defama.
tion lawsuit against the university
and several of its officials last
July, naid he had been unfairly -
made 8 scapeguat, .
“When 1 wanted to close the
program at K ... [ tried by ev-

g ————

The correspondence: included &
Juge 1994 letter Hrom Moran's
lawyver, who claimed that the
medical center had “refused to
confirm that its t}eauﬁn'ansggzz

gram is on inactive § X
%by musieading the patients”
au%ia‘%i&aﬁng its agreement with

Phyllis Merhige, Budig's
gpokeswoman, ssid he wouid not
comment, ’

Ads tout pragram

University and medical center
officials refused 1o close the heart
transpiant program because colb
ieagues in the liver and kidney .
transplant programs “felt firmly
that any pariod of inactivity ..,
would be harmful to our fother}

€ry avenue my attorneys said was
appropriate,” he said. “I called
IESQS, 1 went to the fmedical
center] cohdef of staff, I said,
‘Please, jet me close the pro-
gram,’ and I was refused permis-
sion 10 close the program,

‘zransplant programs,” the med-
‘ical staff chief said in a June 1994
memo to Moran, :
| So concerned wers medical
center officials with the heant
transplant program's imags that

“1 could have resigned and 1
guess lots of ethicists would stand
up and say ... ] was hike the
guard a1 Buchenwald. But T was
trying to keep & program that had
been very good sither good or
goitg, and there were other pro-
grams [ wes responsible for that
were saving the lives of ¢children
inKansas.”

Did Budig know?

Probiems at the medical centar
went far beyend Moran and Gel»
iub. They extended to the office of
former university  Chancelior
Gene A. Budig, whose name audi-
tors placed at the top of 8 repont
listing 12 people “who were
pware of problems in the hsar?
transplant rars but did noths
ingtoaddressthem.”

udig is now president of bage-
ball's American League.

In &n August 1995 interview
with Kansas guditors, Budig said
he was "not aware of any specific
probiems” with the heart tang.
plamt Jrogram and claimed he
"wasn’t aware that hearts were
being turned down for other than
medical reasons” ontii May 1948,

But state records show that be-
tween and July 1994, Budig
recei four letters describing
serious problems in the program.

* Medical  Center.

in November 1994, six months
after the center begen refusing
ievery hBeart offer, the university
‘grarted running radio ads touting
lits program,

}% “Qur transplant pregrams for
the heart, liver, kidney snd bone
marrew cantinue to teansform

lives,” the pd’s narrator said as e
Heart best in the background,
“Place your trust m the ares’s
iargest medical university . . KU
] Qur  doctors
teach the sther doctors.™
|IBy that time, Adrianne Hart
wag dead. S0 were patients Rich-
ard Miller, 61, of Topeka, Kan.,
agd Roberr J "Weingery, 44, of
Kansas City. .
t'And Lioyd Croft, 85, a carpen.
ter who had been waiting for 2
ngw heart since 1991, was still
inching his way op the weiting
list, Or so he thought.

{After being listed for three
years, Croft said e was told by &
dactor in 1994 that he wouldn’
need & heart trahgplant immedi-
ately and would pisced on
“standby.” meaning he could be
resctivated on the histif his condi-
nuf worsened, He remained in
that siatus until the scandal
broke. He i3 now a patient at an-
oqirr hospital,



“You're under these profes.
sionat pez%ple’s hm}&s, and ou‘:;
trusting these people,” saiad,
"They've 5862 your life literaily in
their hands, and they back.stab
you for a coupls of dollars.”

Auditors found thaf Croft and
13 other people who were oo the
waiting list between May 19¥
and April 1995 were billed by the
medical center for more than
$418,000 16 fees not covered by
insyranre.

UNOS didn't blow whistle

Records show that UNGS, the
nopprofit cootractor that deve}-
%ps volumary policies for the

niversity of Kangas Medical
Center and other member trans.
slant  institutions, was aware
early on that the medical center
was not doing heart transplants,

Moran, the ransplant surgecn
who was turning down hearts,
tolg auditors that be catied UNOS
in May 1994 — when the ceptsr
sipped duing transplants «- o
iry 1o pet the program inach-
vated, but was 1old oniy hospita)
administrators had that author-
ity. UNDS officials disputed that,
telling  auditors they weren't
aware of any probiems af the cen-
ter yniil November 1994,

UNO3 wae dissuaded from
pressuring the eniversaty to cluse
the program afier several convers
saliens with Dr. George E., Pierce,
a University of Kangas kidney
trangplant surgeon who served as
the medical center's UNGS repre-
sentaiive,

Pierce told auditors he ca
away from the discussions with
the undersianding that the med.
1cal center would be given an
" ‘unofficial grace period’ to get
things straightened out.”

He also maintained that “ad-
hering to UNOS guidelines was
less jmportant than keeping the
hear wransplam program active.™

UNGS officials alss were aware
that the medical center isd hired
Dr. Hamner Hannsh, who had not
assisied in enough heart traps.
plants to be certified by (INOS, as
Moran’s repiscement. Bat Pierce
oid auditors thet gfler initially
raising concerns about Hannah's
lack “of experience, UNOS offi-
cials said they “wouldn's clviect to
Dr. Hammsh and would, as Dr.
Pierce said UNOS imphied, 'inok
the pther way.' "

{NOS officials have denied
that gtsm UNOS legal counsel
Cindy #. Sommers declined 1o
answer auditors’ ons sbout
whesher ENOS aliowed Hannab
to operste, saying she “didnt
mt to get into a ‘he said, she

, i

UNOS certificarion ‘standards,
which are voluntary but widely
acceged within transplamtation,
call for heart rranspiant surgeous.
1o have performed or assisted in
at least 20 transplants withia |
three years. Haonah had done;
just sight, according to the audi-
tors’ L.

ment for this story, performed his!

first transplant gy the university,

on Sarch 25, 1993 The “?aﬁent 1

was Robert W, Trent of
Kan. Trent, 32, died the same day,
£o solicitous was UNOS towerd
its member institution that after
the Star broke the story, former
UNOS Executive Director Gene
A. Pierce calied the medical cen.
ter's {eorge Pilerce no refction)
to assure bim that “UNOS didn't
blow the whistie” on the medical
center, George Pierde twold audi-
fors.
The Kansas surgeon went on to
guote (ene Pierce of UNOS as
telting, him thet YUNOS had to
give iy to the reporier’s requests
under the Freedom of Informa-
tan Act, and that UNQS stafled
on relessing the information for
a5 tong a3 it could,” according to
the auditors’ report, .
{eorge Picrce of the medical
‘center declined to comment.
Gene Pierce, now retired and liv-
ing in a Richuond, Va,, suburb,
s said be didn’t recall making such
comments to the Kansas surgeon.
%1 den't recall it exactly like
George said, but 1 trust George s¢
it could have been o misintarpre-
tatien or soméething ke that, I'm
really not sure” Genz Prerce
said. "Bul we have never tried to
stonewall anybody, not while §
was there, and if it appeared that
way 1t was for.another reason. It
certainly was not just stopewall-
ing o stonewall”

ichita, ||

!

Walter K. Groham, who was
Gene Pierce’s top asgistant and
succeeded him in 1995 a5 UNO§S
executive director, said UNOS
was not aware of the full scope of
the problems at the university un-
il after the story proke. But even
had UNQS known that patisnts
were being deceived, Graham
said UNOS iad na legal authority
winereade. )

. That has changed under § con-
tract UNGS and the government
signed Dec. 33 The contract in-
clides a new clsuse that requires
UNOS to smonitar, investigate and
report to the government any in-
ciden! that “jeopardizes the
health of waiting-list patienty or
transplant yecipiants,”

{iraham sdaiti Uﬁggs wai et i&a

itian to do & ing about the
mﬂs City scandsl undey the
previcus contracl. He said that
mqu;gfbiﬁry belonged to the
]

ose are issues of fraud,
they're issves of malpractice,
they're issues that UNOS can pot
z:;gr get involved in,” be added.
“We're not ever going to get in-
volved in sm&‘ggnngg like that,
That's very much a local legal i5-
Sﬂ&“ .

‘Fear of public opinion’

The Utitversity of Kansas scan-
gal alse caught the attemtion of
HHS' Division of Organ Trans-
fgantatia:z. the agency thael regu.

tes UNQS. Director Judith B.
Bragiow asked UNOS 1o do a com-
puter run of all times hearts ware
turned down at the nation's 167
beart transplant centers for the
a5t seven months of 1994, The re-
port shiowed that 28 centers had
torned dewn for nonmedical ves-
sans 20 percent or mare of the
heartoffers made tothem.

And that is where the gavern-
ment's inquiry stopped. Not one
of the centers with high turn-
dowrn rates was sudited, 50t one
whs eves contacted, Brasiow ac-
knowledged.
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“What | was izzzmsied i;i;;gr
martly was putting in place -
tEm a0 that the same thung
} wonldrt Qmmn & gecond e,

she zaid, t's done i8 dons.

The Kansas situation had come to

light and 1 thought our role
{ should b# to snsure that thig
j didn't happen sgein. And 1o we
asked that it be referred to the
[UNOS} membership and profes.
sionsl Lomimittes,
which Hwag "

Tbeismwasnomﬁdmmdb}'

' June, whey embears vored 1o de-

: gin sending iggrs of n}z?;:z
: any p furped dowy

chuﬁw offers. As for

tHan Committae  decids

© et “inactive” rograms should
éf&fazmzhcz‘rnatignt& -
But the committer nover @i

their patients, . sme
UN‘?S President Dr. James,f,
Burdick said thoss isenes were
“under carefy) tudy o de.
Wrkise What might he doge 1o

. Eorrect them,
' T0 83Y that UNOS was at fauls
| there is incorrect ” gaig Burdick,
& transplant at Johns
Hephing Medies ter in Baid.
i m“UN(}Shaséanequiwabit
. id 8 general way. ... UNOS

- doesn't wake | action agninst
o misz:z.afmos

ranspiant conters, 1y
really dossn™t have power to
¢ Cause any sstusl concretr nega.

' tive impact .
“UNOS* punishment is re
fear of publ inicn of what
© gt happen if e ROt com.
.pis;gai" M t:v
" From OFER'S  perspec e,
Thare ot real pewish-

Bt of the people who ware pe.
sponsible for what wem Wwrong-at

University of Kansas M
Center. 45 4 result, he doeantt
foreses being & heary ransplane
suﬁonag&m. . T
S tmeleﬁyoa;?hiswadjma
bsz_si{u:m " said Moran now Pig
tardiy OrRCIE sirgenn at

v Memorial " Hosgital  in
Greenville, N.C, %] don’t do trans.
Blants and ¥ have pg intereat in

ever i ivolved in Tansplan.
tation i It would have to
change,

zhasﬁckyiamafwhattotw 2
1% the
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Doctor to patlent

Get out of |

ere or

you'll die waltlng

]
Fourth of five articies

By JOAN MAZZOLINI,
TED WERDLING
wnd DAVE DAVIS

Bhain SLALEN SEPIRTING

SAN FRANCISCO ~ Liver sur-
geon John Roberis is doing the
unthinkabte — tefling some of his
most seriously it patients that i
they don't go elsewhere, they will
die wairting en his hospital's
ransplant h'lst‘

And if Ralph Vairo, a 66-vear-
pid {ormer: painting contrastor
who Hves near Santas Cruz, makes
it to 6, he:maeay owe his life to
Roberts® decision.

Vairo has ,ia C3NCErovus UMAT in
hig liver that will spread through-
out his body and kilt him i he
dogsn't receélvz a new Hver soon.

His inzurance company, Kaiser
Permanepie: contracis with the
University of California at San
Francisco to do hver transplants.
8o Viire's dogtor dunfully re-
ferred himtheretosee ifhewas a
candidate for transplantation,

But when Robeérts saw him in
Gotober, Vairs recalizd the sar-
geon saying, “You need a Hver.
It's too tong of a wait here. I'm
- “g8ing to recommend to your doc-
tor and insurance company thay
you go somepisce else.”

Transpiant patieats are &eenly
aware that they may die while
waiting their turn for an organ.
What many don’t know is|that,
due to wide disparities in dona.
fion rates and attempis by organ
banks and transplant cenlers o
keep locally donated organs, the
waiting time for an organ varies
dramastically depending on where
they are freated.

Hospital adminisirators are not
happy ahout Roberts telling pa.
tients {6 go eisewhere. heisaid.
“The issue has to do with thélfact
that you're telling patients 1o go
to other centers, not that we}wzii
do fewer transplants, We wont.”

But his overriding concern is
that the median waiting time fors
fiver in San Franciseo in 1995.was
473 days — the jongest ialthe
state and third longest inithe
ecountry. in eontrast, the medizn
walt at one center in Los Angeles
was just 87 days.

i
Andg the difference of 386 iday&,
for sericusiy ili pairents such as

" Vairo, may be the difference be-

tween life and death.

Vaire and his wife, Donna! said
they were shacked by the differ.
ences in waiting times, Even the
doctor who referred him o [Sazz
Francisco had no idea sbout the
long wait. i

Most transpiant docters don't

provide patients with informarion -

about waiting times. Roberts ang
otlsers say the discrepancy in
waiting times is irrefuable evi-
dance that the natign's organ silo-
cation system remains unfairand
that net evervone has an egual
chance of gerting a donated or- |
gan, .

And the disparity in wazzmg
times doesn't pertain just to live
ers, but 1o a1 organs. For exam-
ple, patients in Cincionati had a
median wait of ahout six months
for a heart in 1995, whiie patiems
in nearby Fort Wavne, Ind,
waited about L2 vears.

NMumbges like these pose a dis
jemma for the Uinited Network for
(rgan Sharing, the nonprofit or-
gaptzation that tracks waiting
times and hoids a government
contract to mateh donated organs
with waiting patienis. A wmnjor
funetion of UNOS' Organ Pro«
curement and Transpianiation
Network is 1o establish an equit-
able and medically sound organ
distribution systam.

“In sone parts of the Southeast,
there are waiting imes that are
two 1o three weeks lung, and then
you go t¢ the Northieast in; Boston,
whare the waiting times are gver
ayesr,"” said Pr. John J. Fung, di-
rector of the Bver transplant pro-
gram af the University of Pigs-
burgh.



i

“1f anything is going 1o teli the
public  thai, hey, something
doess'z smedl right, it's that kind
of disparity.,” Fung said "It
Jurnps out at you.”

Dy, James ¥ Burdick, UNOS
prasident, believes that aftempts
by transplant centers and organ
banks to contral focally harvested
organs have hurt the national,
veiuntary allecation policy. -

Burdick. 3 transplant surgeon
st Johnis Hopkins Hospital in Bal-
timore, saig that sense of owner-
ship “impedesthe development of
an equitable and national system
for digtributing organs.” |

RMany doctors and iransplamt
professionals say, however, that
the quest far true equity may be
unohtainablie bacsise any sctiens
UNOS takes will still invoive the
rationing of scarce organs, and
thousands of prople will continue
todie on waiting lists,

They aizo note that URNOS is]an
agancy that rules by consensus,
and that UNOS' 39-mewmber board
and more than 304 member insti-
tutions make consensus difficalt,

| Dirty laundry -

in an anonymous sprvey done
by UNOS lest fall, most UNDS
mambers invbived in liver trans-
pianfation said they believed data
on waiting times and deaths en
the waining list should be avail-
able 1o transplanmt patients and
thelr referring doctors.

Although government pressure
forced UNOS to begin publishing
censer-specific mortality  data,
UNGS officials and a smal! group
of doctors have kept center.
specific waiting time data from
being made public, claiming thir
the data are “meaningiess” be-
¢ause centers dre Hling patients
at different stages of their il
nesses.

i
One fiver transplant officlal

4

who responded 1o the survey op.
pased releasing the waiting time
dats Barause o 4o 56 *wonld con-
damn the current UNOS slloca-
tion system and make its gross in-
equitics pubhic Knowledge. 1 do
not feel that we need 0 air gur
dirty laundry. Let's just fixit™

In November, the TINOS board
of directors voted to releass 4 re-
port in 1997 on waiting times. But
instead of publishing walting
times by cemer, which would
help patients decide where 10 go,
the board decided to ralease s re-
port on waiting limes by orgas
bank, which serve regions of the
couniry.

“Trn afvaid thet i patients take
a jnok 4t the report on the forgan
banksl, it sl wont help tham
make & decision aboul what
rransplant center to go i6,” said
Phyllis G. Weber, executive di-
rector of the Califoreia Trans-
plam Donpr Network in San
Francisco snd a member of the
UROS bosrd.

Weber isn’t atoge in her can-
cern that apgan bank waiting time
wiil be of Little help. Webser and
some other board members afso
were unaware Bt UNOS has
center-specific waiting time re.
ports, which The Plain Dealer ob-
tained under the Freedom of In-
formation Ast,

if trenspiant center officials
were 1o axplain to patients tha?
waiting times vary greatly in 4if-
fergnt parts of the country, they
alse wourld have to explain that
there is na true national waiting
itst fur patients needing a lifesav.
ing organ transplam, something
that many patients do not under-
stand.

Many patierits betieve there is
ohe long waiting list for each o
gan, They belisve they have &
place on that list, and that they
move up as they get sickeror with
gach iransplant that is per-
formed,

They are wrong, Instead,
what's in place is more Hke 8 net-

M

Waiting times differ la_;rpund nation

work of smaller statewide or com.
munitywide lists. And how leng
patients wait for organs depends
greatly ou where they Hve and
how well their local organ banks
du at persuading people to do-
nate,

While UNDS has estabiished a
“Bolicy” on how o allecate or.
gans, it's not feilowed throughout
the country. The voluntary policy
has been revised by sharing
D resments and variances
grapted by UNOS that cover
about 16 states. including Ohic,

Ohio, like some other states and
regions, has a sharing agreement
that attempts to keep organs in-.
slate, regardiess of whether more
seriousiy i1l patients need them
eisswhere, :

Few transplant officials sdvo-

cate g national system that would
esteblish a single national waiting
Tist that would ship organs cross-
couttry to the next waiting pa-
Hent.
- Imstead, meny doctors believe
that waiting times could be eqgual-
ized and equity could be achieved
by sharing organs within several
“super regions” that wauld sc-
count for differsnces in popuis-
tion, donor patterns and rates of
disease.
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The liver wars
The disparity in waiting times
has been especially hotly debated
withir: the liver trans-
plant COMTHLTY,
witere  since 1951
ENOS nas used an al-
jpcation system that is
different thap for any
other organ. Itis & sys-
tem, s critics say,
that afocates organs
{0 transpiant centers,
not patients.

. The decision by.

UNOS to allocate liv-

ers iccally instead,of

giving them o e

sickest patients has

been a maior ineentive
- for hospitals to set up

Niver transpiant pro-

grams, BOW a4 more

than 3306 million-a- ]
vear Industry. The new allocation
sysiem provides organs to pewly
established programs that other-
wise wouldn't get them bevause
they generally have small waiting
ligts and few seriously i}l patients.

It aiso provides 2 source of lo-
b organs for patients whose
problems have not yet bscome
Hie-threatening aad who are ex-
pected to have a hetter chance of
supviving a trofsatant,

in 198%, two vears before the
policy was imblememnied, there
were 79 liver transplant ceaters,
according o UNOS. Two yvears
after the change, in 19%1 there
were 112 centers, 2 29 percentin-
Crease. : s
. 'The allocation change kad seri-
s side effects for large venlers,
“hose centers conid not now
‘draw many organs from ouiside
their Incal areas, despite drawing
patients nationwide, With the
number of patients who could
benefit from transplantation in-
creasing, the effect was 1o cut off
organs {or many critleally i pa-
tients. creating hopetessly long
-eaiting fsts.

At the same time, the walting-
time disparity grew, iwhich in
1484 angd 1998 ramged from 18
days st Tulane Medical Center

Hospital in New Orleanstoanay- .

erage of 648 Says at the four Hiver
transpiant centers in Baston.
“The control of donor organs by
transpiamt centers and their pro-
fessionals is driven by finasncial
eonsiderations, ngt by what is faiy
and squitable foy their patients,”

- centers to largely regulate them-

Pr. Jeffrey 8. Crippin, s liver

transplant surgeon at Baylor, Uni-

versity Medical Center in Dallas,

testified at & UNOS hearing in
i

September, I

“In & situation of unmet need,
with patients dying daily for ihe
want of 2 donor liver, what is fair
to aii patients is to have approxi-
mately the same ovpportunly of
veceiving a donor liver,” Crippin
said. ii

At the hearing, a move| by
UNGS to equalize waiting times

by cresling wider
geographic regions
to match ovgans for
the gickest patienis
was tabled after

small- and
medium-sized cen-
1ers, concerped

about  gontrolling
local organs, op-
posed it %
Nearly B0 pereent
of UNOS' 118 tiver
transplant  center
members fail into
the small- and
medium-sized
groug - those that
do fewsr than §6
transplants & year.
They dorainate
UNOS' committees, which make
gg?g recommendations o the

One of the more putspoken erit:
ics of the UNOS proposal was Dr!
John €. McDonald, chairman of
the department of surgery at the
Louisiena State University School
of Medicine in Shreveport.

“This policy will divert livers
from needy . .. patients in Louis;
ana to wealthy patients in ather
states,” said McDonald, whe
sdded that stste residents aré
guaranteed acoess 1o (ranspiantal
tion under state igw, regardless of
their ability to pay. “It will divert
fivers to centers which have
taken on more patients than they,
can serve.” ’

The nability of UNOS to re.
sofve the controversy internally’
prompted (1.3, Depariment of
Heslth and Human Services See-
retary Donna Shalala, whose
agency has aftowed transplant

seives, 1o intervens.

Shalaia called three days of
publc hesrings on the issue in
December and said she wauld de-
tepmine, within three months,
how best 1o atlocate scarce donyr
organs. In @ letter outiining her
reasens for the hearing, Shalala
said 2 federal decision on Hver al-
lncation would eliminate the puls-
lic perception that UNOS ism't
able to change the current policy
becpuse the seiltinierest of its
members stands in the way.

“Any decision, whaether it be a
new policy or a reaffirmation of
the current one, is certain to draw
intense public and congressional
interest,” Shalala wrote. She
added, *I am dissppointed that
the allocation policies to date
have provoked considerable ua-
resgived controversy within the
transplant community.”

No standardized listing

Even though livers are alio
cated aocording to a different sys-
tem, the varignce it median wait-
ing times for other major organs
is abour as grest, sccording 16
UNDS data,

For hearts, it stretched from a
low of 2B days at Medical City
Tallas Hospital (for adulls) 1o &
high of 813 days at the University
of Minnasota Hospital in Minne-
apolis, For kidneys, it ranged
from 534 days 8t Horris Methsdist
Hospital in Fort Worth, Texas, to
858 davs ar Milton 8§ Hershey
Medical Center in Hershey, Ps.

Transplant doctors point out
thet patients’ wajting times are
based on many factors, including
Blond type, height, weight, and
the stage of iliness 8t which the
patient is pul on the weaiting list,

- Thoze and other factors make ono

person’s wait longer or shorter
than another's.

“You've got 1o look at it in the
fight of the lisHng criterig —
that's 2 largs part of the prob-
lam,” said Ur. J. Michasl Hender-
son, director of the Cleveland
Clinics liver transplant program.
“The nation does not have a stan-
dardized lsting ¢riteria, You ¢an
get'on & list in one part of the
country a lot earlier than other
parzs of the cpuntry.”

In Kovamber, the UNDS board
voted to establisk standardized



tisting this year, modeled in part
* giter Obio's system. -

But for the last 12;years in
{ihia, patients have been listed at
the sarme stages of their disease,
and the waiting limes for heart,
liver and pancreas rranspiants at
the centers here still vary greatly.

Henderson said that: was be-
cause “you still have tocal prior-
ity and becapse some Programs
are more aggressive than others
about  transplanting so-called
“marginal” organs into their sick-
est palients. :

“Waiting time is net the gold
standard of equity,” said Dr. Ren-
aki M. Ferguson, a liver trans-
plant surgesn at Ohio State Uni.
versity Hospital. “If you heve tos
few grgans and too many psa.
tients, somebedy is goig to get
the sricky end of the Popsicle
stick.” 3

Aside fram the ethical argu--

ments for telling patients aboat
the differences i waiting times,
Roberis, the $an Francisoe sur
geon, said that dectors who are
warried ahout being sued should
have a seifish motive for disclos-
ing the differences.

?if you don't open up the issue,
the next thing that happens is the
farnily savs, “Why didn't you tell
me 1oy mother could go and get
rransplanied  someplace) eisa?
Wa'll start being asked, und
rightly 50, 'is the issue money,
doctor?”

Roberis and others say the
garme is irug for insurance SGmpas
nies, which could be ' asked
whetker ihey are directing pa-
tienis to specific centers - some
with Jong waiting times — be-
cituse the centers are giving them
hig price breaks,

For Vairo, the retired painting
eoniractor, the insurance issue s
being warked outl. in addition to
the iiniversity of Califerrds at
San Francisco, Kaistr tontracts
with four other hospitals for adult
Hver transpiastation, including
the University of Alabama at Bir.
mingham Hospital 5

In 31995, the median waiting
time at UJAB was 88 days, more
than & yvear shorter than his ex-
pected waitin San Franciscs,

Vaire heard racently, afier vis-
iting the Alahama center with his
wife, that ke had been accepiad
aud placed on the list in Birming-
ham. '

Kaiser agreed to pay for the
trip, as well as his expenses to
mave there for several monthg to
wait for a Hver, ¢

“I'm hucky because s very
small,” Vairo said of his cancer,
“Rut it cowld spread, and then
they wouldn't 4o anything,

“My doctor said, “Thev'd open
you up and if they see that iv's
spread, they close you up and you
Juist wait.! )

“Pm not ready v check ont,

P'iza et fan smissenh ta Viave e P

"TRANSPLANT FACTS

For a kidney
For a heart

For a liver

For a pancresas
For a lung

For a heartflung

As ﬁ;;f December 1995, 956

nis wet'e Wﬁlﬁ or
gfg:ms at northeast Ohio
hospitals. |

For 2 kidneylpancreas

i1
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FOR YOUR INFORMATION
Internet newsgroup on transplants

Information about transpian§§

ts available on the Internet,

1f you have access 10 electruni
mail, the transplant newsgroup
provides a forum for organ trans-,

H
s

4

?ﬁmt vecipients and doyiors, their,

wippibies and members of

transplant community.

. the

t
Recent topics inciode waiting

i

times, transplant costs, the nega-
tive side effects of anti-rejection
drugs and medis coverage of
transplantation.

To participale, send an e-mail
messsge  that  states “SUB
TRNSPILNT (Your fulinamel to

Hstserv@wuvmd, wustl.edu.


mailto:Ustsen>@.wtlvmd.wtlstl.edu

State’s po]fcy'
Ohio organs for
Ohioans first

By JOAN MAZZOLINT
FLAIN DEALDR REPOXYER

If you sdie in Ohio, Ohio wanes
yourorgans.

Proferably, for apother Obioan.

In witat may be the ultimate act
of provincislism, the architects of
the national organ-distribution
nerwork have created a system in
which logal ownership rules.

Say, for instance, that a donor
heart becomes available in To-
fedo, but isn't & match for a pa-
tient af the Medical College of
{Ohie, ihe only heart traunspiant
center i porthwest Ohio. Under
rules adopted by the Ohin Sudid
Organ  Transplant  Censortium,
the next step would be to look for
the best match for the sickest pa-
tiemt wailing at one «f Ohin's
three other heart ransplant cen-
ters - in Cleveland or Celumbus,
which are, respectively, 97 and
12t miies from Toledo, or in Cin.
cinnati, 184 miles away.

That's Irue gven if the nearest
.mutching patient for the Tolede
heart is sicker than the Obio pa-
tients and is dying just 33 miles
away in Betroit.

“1 think that's very reasons- -

Ble,” zaid Dr. Thomas E. Walsh, a
consortivm board member and
director of the hear! transplapt
program ai the Madical College of
Ghig. “You have to draw bounda-
ries somehow, and that turns oug
to be the way the boundaries are
?ax;wn. ... 1 think it's been very

{his is one of about 1§ states,
regions amd roetropelitén areas
aroung the country ihat have
varishees or sharing agreements,
They allow states, transplant ces-
ters and organ banks to clrcum-
vent the nationat organ alloeation

policy.

That policy was established by
the United Netwark for Organ
Sharing under the auspices of
Congress. Congress passed the

¢+ National Organ Transpiant Act in

1984 and the Transplant Amend-

ments Act in’ 1998, which re-

quired the development of an

“eguitable”™ organ distribution
: pian that would be carried cut “in
: accord with a national system.”

© Daspite that edict. investips.

3

tiens by the U.5. Department of
Health a;i:d Human Services of-
fice of the inspector general in
1991 and the General Accounting
Office inj 1993 both found that in
addition to the huge differences
in the length of time patients
waited for organs ar different
centers, there was no true na-
tional allocaﬁoa system.

The mvestlgatmns found that as
the number of wailing patients,
transplanticenters and the com-
petition for scarce donor organs
grew, so had the transplant facili-
tez' desire to control organs from
locat or &me residents.

“It's extmme?y alarming when
i fact we dony't have & national
gystern atlall, but instesd these
arbitrary geographic boundaries,
which prestude a national sys
tem.” said] Charles B Fiske, co-
director of{the National Trans-
plant  Action {Committee, a
patient-gdvocacy group of trans-
glant recxpwnzs and their fami.
iies, “These vgﬁanzes profect the
hest mtereat of the transplamt
center rather than the best inter-
estof the paften "

UNOS, wgizch since 1986 has
heid the govemmm contract for
matching wantmg patisnts with
donoer ergans, has approved these
variances and sharing agree-
ments,

Ohiv's system was set up about
12 years ago, 1t is considered a
model in the ::euntry bhecuuse, in
addition to ;shmng organs for
critically ill; patients across the
state, gmups of doctors from the
Chic senters, junder the auspices
of the OhiciSalid Organ Trans-
;ﬂant Cansmam, approve pa-
tients who aré put on transpiant
waiting lists at the Ohis hospitals,

But, like sharing agreements in
New York, Tennessee, Gedfgis
znd some other states, Ohiv's
strives to keep most organs
within state lines, even though
pstients commonly cross those
boundaries when seeking medical
care, often alithe ingistence of
their insurers!

“It's another exception. after
anotber exceptzen." Fiske said.
“This flies in the face of treating
the gickest namm first "



~ Stayi

(NS

Challenging the odds,

a liver transplant patient shuns
a shorter wait to be at home

By JOAN MAZZOLINI
FLAIN DEALER REPONTER :

OAKLAND, Calif. — Like
many patients awaiting an organ
transplant, Karl Lindinger didn"t
know about the big differences
in waiting times among trans-
plani centers. \ .

But after 18 months on Stan-
ford University Hospital's liver
transplant list, Lindinger now
knows that where you are
treated can have as much to do
with when you get a transplant
as how sick you are.

Lindinger, 42, already has
waited twice as long as patients
at the University of California at
Los Angeles. And his two sepa-
rate insurance policies would al-
low him to go to out-of-state cen-
ters with even shorter waits.

But Lindinger said he feels
comfortable being closer ‘to
home and with a staff he has got-
ten to know at Stanford. !

*My doctors here are ex-

tremely good, and 1 feel very
confident about them,” Lin-

dinger said when asked why he

doesn't look into poing to a cen-

ter with a shorter waiting time.
“I don't want to change it.

“My gastroenterologist is a
doll. He’s s0 concerned about pa-
tient care before the money is-
sue comes in, which is really
nice to have.”

Lindinger is a native of Aus-
tria. He lives in a low-rent apart-
ment he moved into after he be-
came too sick to continue his
hotel manager’s job,

He has no family nearby, but
many friends. Melba Ohl, a 74-
year-old friend from Illinois who
had planned to help him after
the transplant, came to Oakland
early because Lindinger’s health
had deteriorated.

Lindinger’s liver was damaged
by cirrhosis. He said his docters
recently told him that the cirrho-
sis was caused by a non-viral
type of hepatitis.

His liver is three times its nor-
mal size. He takes megadoses of
medication that leave him barely
conscious, and internal bleeding
and brain swelling have put him
in comas and in and out of the
hospital.

But if a liver becomes avail-
able in Sacramento, someone
who is well enough to be home
and working there could get the
organ before Lindinger, who
lives about 1%4 hours away.

When Lindinger went on the
waiting list in August 1995 at
Stanford University Hospital in
Palo Alto, Calif., his doctors told
him he would live less than two
years without a transplant. And
they told him it would be about a
year before he got a new liver.

After the year came and went,
Lindinger said the doctors told
him the wait would be another
six months. Now Lindinger is
worried that his time is running
out.

*My doctor said there's noth-
ing more they can do for me, that
I might go into another coma and
that'll be that,” Lindinger said,
“Unless I get the transplant.”

Stanford officials have told
him they are doing everything
they can to find him a liver. And
that has won Lindinger's trust
and kept him from going else-
where,

Lindinger is like many — if not
most — patients, say officials in
the transplant field. Over-
whelmed by anxiety and the

‘need to be close to friends and

family at home, many patients
put their faith in their loca) hos-
pitals and doctors, They #on‘t

. ask many questions, afraid of the

answers,
“I don't want to change,” he
said. “It's a gamble.”

Photos and Captions Qmitted



VAITING TIMES

The livtz below rank the nation's transplant centers acconding o the
median number of days patients waited for a transplant The “Patients
added” colimn i the mumnber of people who joined the walting Hst
during the year and the "Median walting time” s the mid-point in days
thase patiems waited for a transplant. The data below covers the most
recent year for which @ median walting time could be caleulated, either
1984 or 1595, NA means the waiting time could not be calculated, be
cause fewer than 10 peaple joined the waiting list andfor the center did
not perform enough transplants for the walting time to be statistically
signifcant, |

B

(EART t RIDNEY
[on shortext Tan shoriest
Patienty Medinn Patient Medizn
Hospival. City, State atded walting tire Hospltal, Chiy. State admx waiting time
1 Henpeiw Egleston, Arfantas, GA 23 s g 1 Haris Methodist, fort Worth TX 58 x4
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w-volume centers
lead in rate of death

Last of five articles |

By JOAN MAZZOLIN],
DAVE DAVIS

and TED WENDLING
PLAIK DEALERAEPORTERS |

Patients who receive organ
transplants at so-called “low-
volume” centers are more likely
to die within the first year than
those who go to high-volume cen-
ters, a Plain Dealer analysis of
transplant records shows., |

Few patients understand that
the number of transplants per-
formed plays a crucial role in
keeping surgical teams sharp, or
that they can significantly in-
crease their chances of survival
by going to transplant centers
that do the risky surgery mfore of-
ten.

“Yeah, it would save some lives
if those [low-volume) centers ba-
sically stopped doing trans-
plants,” said Dr. Jeffrey D. Ho-
senpud, a heart transplant
cardiologist at the Medical Col-
lege of Wisconsin Hospital in Mil-
waukee. "And. obviously, that's
eritically important if you happen
tobe one of those lives.”

Hosenpud co-authored a study
that concluded that the risks of
mortality at one month and at one
year were “'substantially higher”
at low-volume heart transplant
centers, those that perform fewer
than nine transplants a year.
Such centers accounted for about
half of thase doing heart trans-
plants in the United States, but
they performed only 15 percent of
all heart transplants.

The study, which examined the
outcomes of 7,893 heart trans-
plants between October 1987 and
1991, was published in the Jour-
nal of the American Medical As-
sociation in 1994. .

Hosenpud also said the number
of lives that could be saved by
eliminating low-volume heart
centers is probably not as great as
the number that could be saved
by eliminating low-volume liver
centers. Liver transplants require
greater technical ability on the
part of the surgical team.

A study sponsored by the Uni-
versity of Pittsburgh found that if
low-volume liver centers or those
with higher-than-expected mor-
tality rates were closed, the lives
-of about 350 transplant patients &
year would be saved. .

“There are some small centers
that have done well, but not a ma-
jority,” said Dr. John J. Fung, di-
rector of Pittsturgh'’s liver trans-
plant pro; “In fact, 75
percent of the small programs are
not good programs.

“We try not to focus on this be-
cause we end up polarizing the
transplant community. But we
believe poorly performing pro-
grams should be looked at.”

The Plain Dealer analysis of

transplant centers was based on
55,990 organ transplants per-
formed from Oct. 1, 1987, to Dec.
31, 1991, the most recent period
for which records were available.
For each type of organ transplant,
roughly half the centers in the
country fell into the low-volume
category. Low-volume centers ac-

counted for 9,049 organ trans-’

plants, or about 16 percent of the
total transplants in the analysis.

" The analysis showed that the
patient death rate during the first
vear was higher on average for
low-volume centers than for high-
volume centers. For example:

» At low-volume heart trans-
plant centers, those averaging
fewer than nine transplants a
year, 24 percent of the patients
died within a year — an increase
of 33 percent over the death rate
of 18 percent at high-volume cen-
ters.

» At low-volume liver trans-
plant centers, those averaging 13
or fewer transplants a vear, 32
percent of the patients died
within a year — an increase of 28
percent over the death rate of 25
percent at high-volume centers.

. w And at low-volume pancreas
centers, those averaging fewer
than six transplants a year, 15
percent of the patients died
within a year — an increase of 50
percent over the death rate of 10
percent at high-volume centers.
__The mortality rates for the low-
and high-volume centers are av-
erages for each group. A particu-
lar low-volume center may have a
one-year mortality rate that is

- gignificantly higher or lower than

the low-volume . group average,
just as alxg high volume center
might differ from the overall
high-volume group average.
xperts say patients and their
families should know the most re-

_ cent mortality rates for the cen-

ters they are visiting, as well as
the median waiting time for the
needed organ.

The importance of volume

. Transplants are risky even un-

der the best circumstances, and

volume is only one predictor of
patient mortality. Other factors,
such as a patient's overall med-.
ical condition or whether it is a
first or second transplant, are
considered better indicators of
whether someone will live a year
or longer.

But understanding the effect of
volume on’ outcome can help pa-
tients pick thé right transplant
center and increase their likeli-
hood of surviving. .

Even when the data were ad-
justed to account for differences
in the severity of patients' ill-
nesses and the quality of the do-
nor organs hospitals received —
to avoid penalizing hospitals that
transplanted higher-risk patients
— the odds of dying within one
year remained significantly .
greater at low-volume haspitals,
the Plain Dealer's analysis
showed. *

The analysis showed that pa-
tients would have a better chance
of survival at high-volume cen-
ters for all six major types of or-

an transplants — hearts, heart-
iungs, livers, kidneys, lungs and
pancreases.



“Everyone ocught to be aware
that volume is an important is-
sue,” said Dr. Lawrence G. Hun-
sicker, co-author with Hosenpud
of the 1994 JAMA study and a
heart transplant cardiologist at
the University of lowa Hospital in
Towa City. Hunsicker is vice pres-
ident of the United Network for
Organ Sharing, the private, non-
profit organization that holds the
government contract to match do-
nated organs with patients wait-
ing for transplants.

“Clearly, what 1 take away
from this is that the [heart] cen-
ters that regularly do fewer than
10 transplants a year should ex-
amine whether they should be in
the business at all,”” Hunsicker
said. “And what's hard to justify
is places where there's two or
three centers in a city, all of
whom are doing seven' trans-
plants.

“That doesn’t make any sense.
They ought to get their acts to-
gether and get & single center

that's got the volume to get the

leve) of expertise that’s needed."”

In fact, four-fifths of the na-
tion's low-volume heart trans-
plant centers are in metropolitan
areas that have another heant
transplant center. Since 1988, the
number of heart transplant pro-
grams has increased from 129 to
166.

“In principal, we would do bet-
ter with fewer centers,” Hun-
sicker added. '"But you can't use
volume as the only consndera
tion.’'

.Among the other cons:dera-
tions are ensuring that patients in
rural, sparsely populated states
have access to a transplant cen-
ter.

The Health Care Financing Ad-
ministration, an arm of the U.S.
Department of Health and Hu-
man Services, has set minimum
volume guidelines for hospitals to
receive Medicare reimbursement
for transplants. Heart and liver
centers must perform at least 12
transplants a year, kidney centers
must perform at least 15, while
lung and heart-lung centers must
do at least 10, I

But many low-volume centers
have chosen to continue their
programs even though they don’t
do enough transplants to get fed-
eral reimbursement. And neither
HHS' Division of Organ Trans-
plantation nor UNOS has set vol-
ume or minimum-survival stan-
dards that cover nonm- Medlcare
panems

“We don’t have any way to ac-
tually remove a center from re-
cejving organs, technically speak-
ing,” said Dr. James F. Burdick,
president of UNOS and a trans-
Ellant surgeon at Johns Hopkins

ospital. “That [volume] is not a

question we've addressed di- .

, rectly because our job is to make
"things fair and work on centers
that don't do well.”

An exception

Although the Plain Dealer
analysis showed that low-volume
Centers as @ ril'oup had a higher
,one-year death rate, there are ex-
ceptmns One of them is the Via
Christie Regional Medical Center
in Wichita, Kan.

The hosgital performed an av-
erage of about eight heart trans-
plants a year during the four
vears analyzed. Its one-year sur-
vival rate during that period was
100 percent, making it one of the
three best-performing centers in
the nation.

As of December, over the nine-
year lifetime of its program, Via
Christie had performed 102 heart
transplants and 93 percent of
those patients had survived one
year. The national average is 82
percent. .

“l think center volume does
matter to an extent, but I think
there are a lot of other things that
add to the equation,” said Dr.
Thomas H. Estep, director of the
heart transplant program.

Via Christie has the only heart
transpiant program in Kansas.
The nearest center to it is a three-
hour drive, in Kansas City, Mo.

Estep said attemnpts to limit the
 pumber of centers performing
transplants should be based first
on death rates, then on velume.

“If any center has poor out-
comes, then | think that donor or-
gans should go to other centers,
where the chance of a patient liv-
ing is greater,” he said.

cause donor Organs 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 have hotly de-
ated the best use of donor or-
gans and whether to close low-
volume centers. But that debate
has remained within the frater-
nity. Few patients are aware that
volume is a predictor of mortal-
ity, many doctors acknowledge.

‘“For the 5 percent who know all
the statistics and know where ]
went to school, there's a whole
host of people who are pgoing
wherever they're told to go,” said
Dr. Robert Stewart, head of
the Cleveland Clinic’s heart
transplant program, one of the
busiest in the country.

That wasn’t the case with Anita
Lupo, an administrator at [llinois
State University who lives in Nor-
mal, Ill.. Lupo, who is still work-
ing, has been on the waiting list
for a heart transplant at Bammes
Horg:utal in St. Louis since May

Barnes is a high-volume
center, averaging about 24 trans-
plants a year.

Because she has twice under-
gone open-heart surgery, Lupo is
considered to be at a higher risk
for death or complications result-
ing from a transplant. That was a
major factor in her evalpation of
transplant centers, and she by-
passed three programs closer to
home — one in Peoria, 111, and
two in Chicago — because she
thought they had not done enough
transplants or because their sur-
gical teams were too new. ’

She now has a much longer
drive, about three hours, to go for
her quarterly tests, but that
doesn't bother her.

Lupo said she learned about the
importance of volume when she
sought a second opinion from a
transplant cardiologist who was
not involved in her care.

“He said don't go anywhere
where they do less than 20 — that
your quality is a lot better if you
do at least 20 & year,” Lupo said.
“I am a believer that small-town
hospitals and small-town doctors
are not the place to go. So when 1
heard the number 20, that just re-
inforced what | already knew —
that there had to be some min-
imum number, and that it just
wouldn't be a good idea to go
somewhere where they did less
than that.”

At that time, only 47 of the na-
tion’s 145 heart transplant cen-
ters, 32 percent, met that qualifi-
cation.

Programs on probation

In many areas of medicine, the
average number of procedures
performed by doctors, nurses and
technicians has long been consid-
ered a significant indicator of
quality.
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“As n physisian, I strongly be-
fieve that the outcome does de-
end upon how tmany times you
gave performed g given proce-
gure,” said Dr, Peter Somani,
Ohio’s tep  health .official,
“Therefors, volume is impor-

I addition to being the state di-
rector of health, Somani is on
board of the Ohic Solid Organ
Transplant Congortiugms, the agso-
ciation that, with his department,
oversees transplantation in Ghio.

Somani’s staff mmcluded volume

reguirements for all types of ma-
jor organ transplanis i the
state’s recently passed quakily-
assurance rules, which are de.
signed 1o provide mishinum stan-
dards for a wide vanety of heaith
care acrivinies. ‘The rules don't
take effect until next fall, *

“What we're saying is if your
volume is jess than the minimum,
we'll automatically Jook at your
m;;ﬁz& in more detail.” [Somam
said.

The Ohic consortiom has had
voluime reguirements for sgveral
vears, but it has no suthority to
cloge programs that don’t meet
them. And when hospitals are
placed on probarion for failing to
perfarm encugh transplanis or
for any other reasdsn, that infor-
mation & not made public be-
cause the consortium, & private
organization, chooses not o dis-
close it .

. In the past, minntes of the con-
sortiym's acs-public board meet.
ings have shown which transplant
centers were placed on probation
and why. But Audrey Bohnengel,
the conspriiun’s executive direc-
1or, said the group would discon-
tince that practice after The
Pigin Dealer shiamed consortium
minutes through Somani's ¢ifice
showing that heart transplant
programs at the Medical {:o?lege
sf Ohio in Tolede and Ohio State
University were piaced on proba-
tion in 1996 for failing to perform

snough transplants. - -

* Toe consortinm reguires heasrt
transplant progr
minimum of 12 trangplants a year
— the same number required by
the federal government to obtain
Medicare reimburgement.

. - Accorsding to consoriam board

minutes, Dr. Thomas E. Walsh, »
Wm membgrmd director of the

1 fragspiant af the
Medical Cogcga of % io, argued
pgainst & volume reguirement,
saying, “There is no substantin-
tion in literature that links vaol-
ume to qualitg.”.

Walsh #lso said there were
“hetter quality indicators than
;*Ltl}llume 10 dcmmh te a} BULCEER

pm%;ram, such as length of
stay, hospital  charges gmami
readmissions.”

Aprit, the consortium ex-
tended the Medical College’s one-
%r:rar probation for a second year

faiture to meet volume stan-
dards. The hospital performed 15
heart transplants in 1995, and
Waish said in an interview that he
expected the program 10 be taken
off probation i1 Apnil.

“My confention was that, de-
spite the numbers, we've always
had more than scceptable ourr
comes -~ that's  mortality,
readmissions, rejection, length of

toperforma

stay and cost” Walsh smd. “It
seems to me that because we have
a very small program where ev-
erything is done by a small, inti-
mate group, that we profit by sur
‘experience much nore greatly
than if it was diffused overs large
aumberof people.”

OSU's heart transplant pro.
gram has swruggled gven more to
mee? the volume stendard. The
center performed 11 transplants
m 1995 and just sevenin 1996,

Dy, P. David Myerowirz, direc-
tor of O8U's heart transpiant pro-
g.‘am. partly anributed the siow-

own to the less of two transplant
cardiologists in 1996, That re-
sulted in fewer patients — partic-
uiarly fewer critically ill patients
ﬁ-:stbcmg placed on OSUy waiting

Myerowitz also said that OSU,
because it has 5 conservatjve ap-
proach abiout which hearts fo ac-
cept for transplantation, occa-
sionaily turns away donor hearts
that athet programs use.

. it's the same way as how you
invest your money,” he said.
‘Some guysare on the fringe and
some guys invest in CDs, That's
#h athitude of life. ¥ admit I'm a
conservative indjvidual, and oar
gmw 3 m's probably coaserva-
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By DAVE DAVIS
PLERN DEALEE REFGNITE

Records of 55,990 organ trans-
plants performed over four vears
were anaiyzed for this story to des
termmine  whether low-volume
transplant centers had a higher
one-year mortaiity rate than
high-voluine centers,

The analysis included all heare,
neartdung, liver, lung, kidoey
and pangreas transplacts in the
United Stales between Qct. 1,
1987, and Dec. 31, 1991 - the
most recent period for which re-
curds were available. Transpiant
patiants were followed through
1993, f

finsed on the sverage number
of transplantz performed in 8
year, centers were labeied either
figh- arjow-volums,

For each tyve of ergan, roughly ‘

half of the centers in the country
istl inte each category. lLow-
volume centers, howaver, per-
formed just 16 percent of the total
grgan ranspiants inchided in the
analysis. : .

The analysis showed that, on
average, patients who anderwent
a transplant al a low-volume cen.
ter had a significamtly greaier
chance of dying in the first year
fliowing the transplant. This was
true for all six types of organ
transplanis.

The records also were soalyzed
1o examing Whether the increased
rate of death waz explained by
differsnces in patients and do-
nors, or whether a significan?

Statistical analy'§is used most recent transplant data available

portion of the increased rate
could be attributed o Danspiant
centervolume. . . L.

Evep when 4 sophisticated sts-
tistical method was gsed to adyust
for differences in patient risk fac.
tors and donor chmctc:;iszics -
to avoid izing hospitals that
undertook more difficult cases —
the odds of dying remained
%raatcr #t low-vplume centers.

sing that method, known as lo-
gistic - regression, The Piain
Dealer found that center volums

. was a significant predictor of
. nortatity at ong year,

The newspsper included the
overall experience of  conter, as
expressed by the number of years
it had aperated, in risk-adjusting
the data.

The Plain Dealer oblained
wansplant records on patients
and donors ~ one record for each
transplant — from the United
Network for Organ Sharing,
which holds a federal contract to
maich donor orgens with waiting
patients, The informeation did not
reveal the names of donors or re-
cipients and is publicly available
Egs ;:alling IINOS st 1-B0G-243-

The analysis was completed in
8P5S8 for Windows version 6.
The mathodﬁiegy for the analysis
was developed with idance
fram Johti Bare and Philip
Meyer.

Bare holds & doctorate in mass
communication research from
the University of Nerth Caroling
and is g research consultan? in
Chapel Hill, N.C. He helped de-
veloped the statistical methods

in nemergus stories pub.
lighed by U.S, News & Woarld Re.
port and other news organiza-
tiong, |

Meyer is the Knight Professor
of Journalism at the University of
Nerth Carglina and the auther of
five books, including “The New
Precision Journalism.” He is a piv
oneer in the use of com and
social seience research methods
injournalism. ’
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