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NATIONAL ORGAN TRANSPLANT ACT

FRIDAY, JULY 29, 1983

House oF REPRESENTATIVES,
CoMMITTEE ON ENERGY AND COMMERCE,
SuBcOMMITTEE ON HEALTH AND THE ENVIRONMENT,
- Washington, D.C.

The subcommittee met, pursuant to call, at 9:456 a.m., in room
2822, Rayburn House Office Building, Hon. Henry A. Waxman
(chairman) presiding.

Mx;:l Waxman. The meeting of the subcommittee will please come
to order. -

This morning the subcommittee will explore the transplantation
of human organs. It is one of the most promising and rapidly evolv-
ing areas of medicine. It is fast revolutionizing both medical prac-
tice and human existence.

Organ transplantation is now a viable medical procedure. One of
our first witnesses this morning is living proof of how transplanta-
tion saves lives. :

- Transplantation has been a matter of intense interest in scientif-
ic circles for many years. Public interest has mushroomed. Paren-
tal pleas for young Jamie Fish and Brandon Hall raised public con-
sciousness, Presidential pleas have aided in generating an outpour-

, inﬁvﬁf public sympathy.
is morning we will hear from several people who will tell us
about their agonizing wait for organs that could save the lives of
their loved ones.

Although the mef‘or froblem has been perceived to be a shortage
of willin% donors, this is, in fact, not the case. Each year there are
some 20,000 potential donors, but less than 8,000 are actually avail-
able to help those waiting for transplant operations. ‘

Just last year one transplant program was unable to make use of
over 800 livers offered for transplant, despite a waiting list of pa-
tients. Those livers, in effect, were discarded. )

This situation shows we have come to a point where our health
care delivery system is incapable of effectively allocating and dis-
tributing available organs for transplantation. As this new field of
gediciine rapidly grows, it is doing so without adequate planning or

nancing. :

There are victims of this uncontrolled, topsy-turvy growth. They
are those who fall into the cracks, who must wait, often in vain, for
the call that a donor has been found. This Nation’s current system
works at less than 15 percent of capacity. We must do better.

1)) ‘
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We know the overwhelming majority of Americans are willing to
donate. Unfortunately, when tragedy strikes they are unaware of
the opportunity which enables life to be given from death. .

Several issues are of concern to me and must be addressed by
this subcommittee.

One. Can we do a better job of assuring that available donors and
recipients are efficiently matched?

Two. Is there a more effective means of locating potential donors
than nationwide television pleas?

Three. How can the high cost of transplant technology best be .

financed? Heart and liver transplants are lifesaving therapies but
pre::nt ehormous costs to individuals and the health care delivery
system, ' .

We must find answers to these questions if we are to end what is
becoming a national tragedy resulting from the lack of a system for
procuring organs and matching them swiftly with waiting recipi-
e

nts.

We must also avoid the chaos and bitterness that inevitably will
arise if transplants are available only to the very rich or to those
{‘ti)rtunate enough to be singled out by the media for special atten-

on, ‘

The thousands of people who will need organ transplants this
war cannot count on the media, or the Air Force, or the President.

e face the awesome challenge of devising a delivery system for
transplanting organs on a systematic, equitable, and routine basis.

Before we call upon our first witness, I would like to recognize
the very distinguished member of the subcommittee, Congressman
Tom Luken from the State of Ohio, who has urged us to hold this
hea}:‘iing. for which we are indeed grateful and appreciate his lead-
ership.

Mr. Luken. Thank you, Mr, Chairman, Mr. Gore.

I congratulate the chairman on moving forward with this hear-
}?g on organ transplants. I am very pleased to be a participant in

I think there are two questions. Can we afford the cost in dollars
of a national transplant policy? And thé other question, Can we
afford the cost in lives and suffering of not having a transplant
policy as a Nation? :

It is indeed unfortunate that it takes a tragedy, such as the
death of a young husband, father, child, or other loved one to bring
home to us the faps and shortcomings in our national policy.

Today we will hear from families who have lost a loved one who
might have been saved if an organ transplant had been available to
them, families whose every hour is consumed with hope -and anxi-
et¥, awaiting the Kossibility of an organ transplant. ‘

n his radio talk last Saturday, President Reagan appealed for a
liver donor for an 11-month-old, Ashley Bailey. We can all identify
with the President’s desire to help this suffering child. However
his action points to a marked discrepancy between his personai
view and the more universal views of the Government he leads.

Our experts would tell us today that American People are gener-
ous and willing to donate organs. However, dealing on a case-by-
case basis presents a question of fairness to all, all the others
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\évhose‘problems do not happen to catch the attention of the Presi-
ent. . .

We live in an organized society. Therefore, we create institutions
and establish policies to deal with human problems on a level that .
individuals cannot possibly manage individually. ,

To sum it up, Air Force I isn’t a national policy. :

Mr. Chairman, there are steps we can immediately take in the
development of a comprehensive policy on transplants, as you have
indicated so well. We can improve and standardize the operation
and effectiveness of the over 100 organ procurement agencies
which are operating in the United States.

Second, and most importantly, we can prod, or push, or encour-
age, or legislate actions that will expedite a national policy for
transplants of livers and hearts, and to change these from an ex-
perimental classification to one that is more routine. This will
make them available to the people who need them.

Medical science is advancing. We will hear testimony making the
point these operations are becoming more feasible. And I think it is
certainly time, -

Ikcongratulate the chairman—that this subcommittee, where the
responsibility lies of making recommendations to the Congress, is
taking action at this time.

Thank you, Mr. Chairman.

[The radio address of President Reagan and attachment follows:]
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. THE WHITE HOUSE
’ Office of the Press Secretary

. . i

RADIO ADDRESS
BY THE PRESIDENT
TO THE NATION

The Oval Office

For Immediate Release . LY July 23, 1983

’ ( N

THE PRESIDENT: My fellow Americans, before I get to -the
heart of my remarks today, I want to.mention some important legis~
lation currently before the Congress. I'm sure you're all aware of
the difficulties some countries are having in meeting payments on
their debts. Their problem touches all of us in a very real way
and, indeed, g0103 a threat to the stdbility of the world financial
order, For that reason, something called the International Monatary
Fund was created some years ago.  It's better known as the IMF and
that's how I'll refer to it, E .

- Nations, including our own, contribute to IMP and countries
with tomgorary balance-of-payment problems borrow from it on a.short-
tarm basis. In order to get a loan, they have to agree to terms the
fund managers lay down with regard to correcting the practices and
policies that contribute to their financial difficulties. '

I've asked the Congress to approve an $8.5 billion con-
tribution to the fund, Bome in the Congress and a great many citizens
think this is a.giveaway which will increase our deficit., The IMF i&
not foreign aid and the $8.5 billion is not being given away. We
will have additional drawing rights in that amount from the IMF.

In fact, in its entire history, the two countries that have borrowed
the greatest amounts from the fund have been the United Kingdom and
the United 8tates. The sum we're asking Congress to approve does
not tgoroa-o our budget and is returned with interest as loans are
repaid.

In addition, it creates jobs because it keaps the
wheels of world commerce turning. Exports account for one out of
five manufacturing jobs in the United States. The IMP and its pro-
grams help keep Americans at work. This is important legislation
for international economic stability and I hope you'll support it.

But today, I want to speak only of ~~ or not speak,
I should say, of great national issues. Instead, I'm taking to
the airwaves in hopes we can save one little eleven-month-old girl
from Texas and many others like her. The young girl from Texas is
Ashloy Bailey. And all eleven pounds of her are in critical con-
dition at the University of Minnesota Hospital in Minneapolis. She
is now fed intravenously and has but two or three weeks to live
unless she receives a liver transplant. .

Back in May, Congrossman Charlie Stenholm of Texas .
wrote me of the plight of this baby girl who must receive a transplant
to survive. The surgery was estimated to cost $140,000. The Congress-
man said there'd been a tremendous outpouring of community and busi~
ness support in the Abilene, Toxas area and about $75,000 already
had been raised.

A waek or so after I received the letter, the Texas
and federal Medicaid programs contributed $82,000 toward the oper-
atg:n and medical expenses wers no longer & problem for littie
Ashley. : .

MORE
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« What she needed then, and needs now, is a donor. Tiﬁe is running
out. I'm issuing a plea to the nation to find Ashley a donor.
Once one is found, an Air Force jetﬁis standing ready in
case immediate commercial transportation is not available, Have a
pencil ready -- I'll give you a phone number in jOst a few seconds.

Right now, somewhere in America, there might be a pair
of stunned and grief-stricken parents whose own basby has died in an
accident or is sadly near death., 1 know if these parents were aware
their baby could make it possible for Ashley to live, they would have
no hesitation in saying: "Save that little girl."

I urge any of you who know of a possible liver donor for
Ashley to call The Living Bank in Houston. The number 1s 800-528-2971.
I'1l repeat the number: 800-528-2971, Plaease call.

Thete sveo man{ othar children like_.Ashley. We're looking
for donors for tham as waell. .Right here in tha White House we have an
elartrician, Stuart Thomas, whose daughter Candi -- another eleven-
month~old girl == is waiting for a transplant. The helicopter squadron
at Andrews Air Force Base is alerted to transport Candi and her

mothor to Pittsburgh as soon as a suiteble liver is found,

In the last few days wa lost little Courtney Davis from
Beaumont, Toxas and Michelle Heckerd from Shenandoah Heights, Penn~
sylvania bacsuse we couldn't find livers to save their lives.

Nancy and I raceive so many requests from families in need
of organ donors, that I directed the Surgeon General to conduct a
conference on organ transplants, The major recommendation was to
develop a public awaraness program on organ donorship., This is underway
and I hope my broadcast today adds to the momentum. The project will
stress education for doctors, state highway police, hospital officials,
and others on the naed to consider organ donorship when accidentol
death occurs,

America has faced shortage in the past of everything from
nylons during World War II t6 oil in the 1970's. But modern medical
scionce has provided us with a new shortage -~ a shortage of living
orgens: 1livers, hearts, lungs, eyes, kidneys., I urge all Americans
to £411 out donor cards ~-- little cards you carry in your wallet or
purse that, in the event of your death, offer the hope of life to
others. You can obtain these cards by simply calling your local kidney,
heart or lung associations.

' Americans are giving people. In many of the cases where
these very expensive oporations are essential, local citizens have
raised money to help the families in need, 1I've already mentioned the
community support given to Ashley. Waell, not far from Washington,
Morningside, Maryland raised over $100,000 for the Goode family, whose
little Nicky needs a transplant,

That kind of caring should make us all proud to be
American. We can save mora of our children and adults through oryon
donorship., Organ donors offer the greatest gift of all ~- the gttt ot
1ife. Right now Ashley Bailey, as well as other desperately il
children, ave waiting for that gift, Please help us find donors for
these childron,

Until noxt waeek, thanks for listening, and God bless you.

i

[

END
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THE WASHINGTON POST
July 28, 1983

Hardship Cases

<l) RESIDENT REAGAN hax frequently used his
high oftice to demonsteate concern for some
person wise unfortunate circumstances havo come
1o hi attention. In his radio talk last Saturday, for
exumple, he appealed for a liver donation for an 11
menth-old girl whose life depends on a transplant
operation. ‘The appeal brought hundreds of calls—
though not, us yet, o suitable donation—and it
seeved the additional purpeose of encouraging people
trcarry donor cards indicating that thelr organs can
e used for teansplants if they should die suddenliy.

"The dusire to intervene in an Individual hards \lr
cine- especially ene as poignant as that of a small
child facing death «is an impulse that most people
can readily respond to and applaud. But the presi-
dent’s fondness for personal intervention pointa to a
curious dixconnection hetween his personal view of
himaselt and his more general view of the responsi.
Dilitivs of the government he leads,

‘I'he point ix that thero are practical limits to the
ability of uny une person, oven a president, to dise
pense enough favors to make a smoll dent In the
mass of troubles afflicting the citizens of this coun-
tey, And dealing on o case-hy-case busls ralses ques.
tions of {airness to ull the other troubled people
whase problems don't happen to catch the presi-

dent's oye. Organized socictios and the institutions
they create ure there precisoly to deal with human
troubles on a sculv and on a hasls that individuals
cannat possihly manage on their own,

It would bo nice to imagine that this assistance
cauld depend solely on voluntary acts of generosity for
tholr maintenance. But it has never been 2o in"any
largo socioty, ‘There are munr skilled and caring peo-
plo who have devoted their lives to charitable works
and others who have found satisfaction in contribut-
g to the support of such people. But the simple fact
Is that until government got involved In the business
of sacinl sorvice, most of this nation’s more unfortu-
nate axl afflicted people lived lives of misery—as
such people etill do lmuuhout the world,

Removing the personal element from charity by
having governmont or other large institutions take
aver tends, however, to redice public support for
these functions, Like the president, most people are
ready enough to do u kind act whan the situation
fom(ullf presents [tsell, But no one takes personal
satisfaction from paying his taxes. That's where
presidential feadership could be really helpful—in
reminding people that their taxes make pousible not
one or two, but literally millions of acta of day-to.
day kindness of the most essential sort.
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Mr. WaxmaN. Thank you very much. -

Our first witness is a colleague of ours, and a good friend. Con-
gressman Gore is chairman of the Subcommittee on Investigations
and Oversight of the Committee on Science and Technology. In
that cagacity he has held a number of days of hearings on this sub-
ject and developed an expertise which we are ple to have him
share with us.

STATEMENT OF HON. ALBERT GORE, JR.

Mr. Gore. Thank you very much, Mr. Chairman.

I am pleased to join you today as the Health and Environment
Subcommittee examines the status of organ transplant surgery and
the problems that accompany the rapid medical progress that has
occurred in this field.

As we meet here this morning, young Candy Thomas is fighting
for her life, having just received a liver transplant. She and her
mother, Penny Thomas, and Stuart Thomas, her father, have our
thoughts and prayers this morning. Candy and her mother attend-
ed our hearings last April.

Also, as we meet here, many other Americans, includinf a con-
stituent of mine, Mrs. Lorene White, whose husband will testify
soon, are awaiting transplants that offer the only hope to save
their lives.

Last April we had 8 days of hearings on this subgoct. We have
been conducting an extensive investigation of these issues for sev-
eral months. I will be submittinﬁ for your cansideration a more ex-
tensive statement and would ask unanimous consent that it be in-
cluded in the record, and that more extensive statement will out-
lintei in detail the conclusions and recommendations of our investi-
gation.

This morning I would like to highlight for your subcommittee
the major findings and ;ln;;ﬁsed recommendations including an

egls

outline of comprehensive ation which I will introduce shortl
after Congress reconvenes from the Auﬁust recess. And I appreci-
ate the consultation that we have had, Mr. Chairman, between our
staffs on the development of this legislation. :

Mr. Waxman. Without objection, the record will be held open to
include the further statements you wish to add to this test monE/.

Mr. Gore. All of us have been touched by the sight of little chil-
dren such as those who are here today who suffer from biliary atre-
sia, a fatal liver disease. There is no more compelling plight than
that of their parents who must mount nationwide media campaigns
to plead for an organ donation or for funds to save the lives of
their children.

you and other members have been approached by families in

your districts, I have been agproachedw%y amilies from Tennessee
to help locate organs to be transplanted. In fact, it was just such
instances involving the cases of Brandon Hall and Carlisle Beall
that first led me to question the ability of the present system to
provide for those chilren and others.

Although we are all immensely grateful that pleas such as that
made by the President last Saturday, or as I myself have made and
others have made on a number of occasions, have helped these fam-
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ilies, surely there must be a better way to provide transplants for
those in need.

In other words, the time has come to move from an ad hoc case-
by-case publicity campaign to a nationwide system for solving this
pfob%:m as well as it can be solved for all those who need trans-
plants.

The problems faced by people seeking transplants are numerous.
However, during our hearings three general problems stood out:

No. 1, there is a shortage of available transplantable organs. Of
the 20,000 Americans who suffered brain death in hospitals each
year, and could be potential organ donors, only 2,600 are actual
donors. Procedures used by most States such as driver’s license
checkoffs, and those used by hospitals and independent organ pro-
curement networks, are valiant efforts and have resulted in some
strides being made. But as the statistics show irrefutably, the {?eb of
3btaining enough organs for transplant patients is just not being

one,

For example, the current gap between sup&:lg and demand for
transplantable kidneys alone is in excess of 5,000. Recent advances
in transplant surgery and particularly the discovery of cgclospor-
ine, a new drug which inhibits the body’s natural tendency to
reject transplanted organs, have dramat calli improved surgery
survival rates. Liver trtmsglant survival rates huve doubled. Heart
transplants are now considered almost routine with an 80-percent
chance of success. Heart/lung transplants, pancreas, and small in-
testine transplants, almost in the realm of science fiction a short
time ago, can now be offered seriously as therapeutic alternatives
for selected patients.

Additional scientific success will continue to increase survival
rates and thereby further widen the organ gap unless strong efforts
are undertaken. We need a nationwide strategy that will stimulate
donor awareness of the need for transplantable organs. The single
most identified reason for the shortage of organs for transplanta-
tion is the lack of awareness of the need for organs on the part of
potential donors, and on the part of health care and emergency
professionals. '

Efforts to stimulate donor awareness must involve both the pri-
vate and public sectors.

Second is the need for coordination of organ procurement and
distribution systems. The present process of organ acquisition is
fragmented. This has occurred despite the outstanding and heroic
efforts of many individuals and organizations. Even though there
has been widespread Federal funding, a national strategy has not
emerged. A central guiding mechanism is essential to the develop-
ment of a cohesive and rational strategx' to grovide an effective na-
tional system of organ acquisition and distribution. -

has been suggested that this ¢can be accomplished by a coali-
tion of interested voluntary health organizations and the profes-
sional medical and surgical societies.

I do not wish to discount the value of these efforts, and I believe
that these groups have a key role to qlay. However, the current
gap between suppli' and demand is likely to grow rapidly with the
advances in transplant surgery. This gap and the inevitable inequi-
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ties it fosters in organ availability for transplant recipients demand
forceful direction and action. '

I believe only the Federal Government can best provide the glue
and the conscience from which a national system can be formed.

Last, there is a need to insure equitable and timely access to life-
saving and medically effective technologies. For most families this
means correcting the uneven reimbursement policies that deny cov-
erage for these d)rocedures because they are labeled experimental
by the Federal Government for the purpose of medicare reimburse-
ment. :

Ironically, only a tiny minority of potential recipients are actual-
ly seeking coverage under medicare, since medicare is a program
primarily designed to assist the elderly. However, the medicare
gronouncement has directly inhibited coverage of these procedures

y other federally supported f)rograms, such as CHAMPUS, by
many Blue Cross-Blue Shield plans, and by many private insurers.

The refusal of CHAMPUS to pay for liver transplants was par-
ticularl ,disag‘pointing as it left several families in the armed serv-
ices without the means to save the lives of their children.

Fortunately, an amendment that I sponsored was passed on the
floor of the Congress earlier this week which will correct this xfrob-
lem by providing CHAMPUS with explicit authority to cover liver
transplants,

However, we cannot continue to resolve these problems in an ad
hoc basis. The experimental label now &assigned to liver and heart
transplants is a reflection of an outdated system that only sees two
categories, black and white, viable and experimental.

Emerging technologies exist on a continuum, with experimental
on one end and widely accepted medical practice on the other.

‘There must be a system of evaluation b{ which newly developed
grocpdures and technologies can rationally progress in stepwise
ashion from experimental to routine practice.

Clearly, a nationwide stratefy is necessary if we are to overcome
these prof)lems. The bill I wil shortlﬂ introduce provides just such
a strategz', and is crafted to achieve three primary goals:

No. 1, to increase voluntary donations of organs;

No. 2, to improve coordination of organ procurement and distri-
bution; and

No. 8, to insure equitable and timely access to lifesaving and
medically effective technologies of which liver transplants offer
on{y one example, :

he main features of the bill are as follows:

No. 1, formation of a National Center for Human Organ Acquisi-
tion. This Center will be responsible for developin% and implement-
ing a national program for acquisition and distribution of organs.
The proposed Center would be located within the Department of
gl:al.th and Human Services as an agency of the Public Health

rvice. :

This program would enhance the existing system of organ pro-
curement. Frontline organizations would serve specific geographic
areas with a population base sufficient to generate approximatel

00 organs per year. These organizations would operate under uni-
form guidelines developed by the national center and would be
linked to regional coordinating networks. A national clearinghouse,
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to be established by the center, would provide a uniform registry of
potential recipients for various transplant procedures.

Using computer and communications technology now available,
such a central clearinghouse could be expected to provide ongoing

communication with procurement ‘agencies and transplant centers.

They would also provide for equitable distribution of available
organs based on medically determined urgency of need, size, blood
and tissue typing, proximity to a transplant center, and other char-
acteristics,

No. 2, development of a program to promote organ donation. It
seems most appropriate for voluntary orﬁan donation to be promot-
ed by voluntary health organizations an frofessional oganizations
already active in this area. The proper role of the Government in
this case would be that of a facilitator.

Therefore, the bill will provide for the development of a national
federation of interested groups under the auspices of the proposed
National Center for Human Organ Acquisition. This federation
would also be an appropriate entity to work with States and mu-
nicipalities to effect standard procedures in areas such as identifi-
cation of potential donor status and adoption of uniform brain
death standards. '

No. 3, g{l"ovide for the development of an aggressive acquisition
program. The National Center for Human Organ Acquisition would
report annually on the status of voluntary organ donation. If the
center judges efforts to improve voluntary donation are unsuccess-
{‘ul,.consideration in progressing fashion would be given to the fol-

owing:

First, provision of incentives, such as a voucher sytem or tax
credit for a donor’s estate; ‘ )

Second, a system of mandated choice such as requiring selection
of donor status, yes or no, at time of driver’s license issuance. In
other words, it would remain completely and totally voluntary, but
the choice would have to be made yes or no.

Third, adoption of a system of presumed consent unless objection
is registered in advance.

No. 4, reestablishment of the National Center of Health Care
Technology. A vigorous and broadly based health care technology
process must be put in place as soon as possible. This should in-
clude the Federal and the private sector and would be separated
from reimbursement decisions.

We must have a better capacity to evaluate the progress of this
new technology.

No. 5, restriction of organ transplantation to designated regional
centers. The requirements for conducting organ transplantation
programs are formidable. To promote maximum use of scarce re-
sources and insure the highest quality of care, the bill restricts
organ transplantation to designated regional centers. These facili-
ties will be chosen based on geography, peer review of experience,
commitment of institutional resources, and linkage with organ re-
trieval programs. B .

Efforts should be made to encourage concentration of reasonable
transplant services into these centers. Creation of regional centers
permits a logical transfer of transplant procedures from the catego-
ry of experimental into a' mechanism that permits the controlled
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diffusion of new technologies in a manner that should make reim-
bursement more workable. .

Mr. Chairman, during the past several months we have wit-
nessed the recurring spentacle of families forced to mount these na-
tionwide media campaigns in order to save the lives of their chil-
dren or family members. It does not require a great deal of insight
to discern that there is something wrong when families are com-
pelled to endure this additional burden at a time of such unprec-
edented stress. ,
~ I am pleased to have the opportunity to share the work of m
'subcommittee with yours, and look forward to working closely wit
this committee as we endeavor to establish a truly rational, respon- -
sive and effective national system to redress this wrong..

Thank you. ‘ : _

Mr. WaxmaNn. Thank you very much, Mr. Gore, for your testi-
mony. , ‘

'We appreciate the work that you have done in your subcommit-
tee in looking into this problem. We will want to join you in sup-

rting legislation at the Federal level to make sure that we do the
Job that must be done to match those donors who want to give a

- gift of life to those recipients who are so desperately in need of an
organ for transplantation purposes. ' , .
am very disturbed by some of the figures I have seen.
The statistics show about 20,000 potential donors each year, but
only 3,000 actually make a donation. Why is it that out of 20,000
potential, we end up with only 3,000? About 26 percent of the kid-
hless donated are wasted ‘even after we find so much of the poten-
tial is not realized. -~ - - . o -
. Mr. Gore. That is a key question. Our figures are actuﬁll}'y even

lower. Out of 20,000 brain deaths each year, only 2,500 of them
result in organ donation. These decisions must be made by families
and if every family in America aware of this problem sat down to-
gether and had a conversation that went along roughly the follow-
ing lines: : -

Look, we want to have a policy as a family; we hope a tragedy never occurs. If, in
the uniikely event a tragegg :gould strikeyour fampi?y, wgg wa’xlat to have a family
Eolicy that if other lives can be saved as a result of that tragedy, we don’t want to

esitate;.we don’t want to compound the tragedy by burying the organs that could
sustain life for one, two or many others. .

That decision and that family conversation has not taken place
-th across this country. It is beginning to take place. Attitudes are
inning to change. ' ' o

- But that conversation has to take place. .
- Mr. WaxmaN. We need people to become aware that if an un-
foreseen tragedy strikes them or members of their family, they
may contribute their organs to someone whose life would be saved
by virtue of that donation. - S

Mr. Gore. That is precisely it. There has to be a change in one
other place also. v

Doctors angd critical .care nurses and other hospital personnel
face a very difficult human problem. When a patient dies under
the circumstances so frequently associated with brain death, it is
an extremely emotional experience, and the role of the doctor and
health care professional is to, in part, comfort the family of the
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rson who has died, and be with them, and to shift gears psycho-
ogically and inform them that an opportunity to save lives has
been created out of this terrible tragedy.

It is very difficult for them to shift gears. They haven’t tradition-
ally done it. It is a new mandate arising out of the new technology.

rs and health care professionals have to become more aware
of the mandate so that they accomplish that difficult shifting of .
gears and speak with the family in very sensitive terms about what
can be done to avoid compounding the tragedy that has ha(rﬁned.

Mr. WaxMAN, On the one hand, many people who coul po- -
tential donors don’t ever see themselves in that kind of situation,
so they haven’t thought through in advance the donation they may
make or members of their family may make, and the health care
professionals are not attuned to giving them.the guidance to make
that donation. : o

But the problem can be seen from another perspective; the statis-
tic that—in one program--300 livers were offered, but then were
discarded because they were not made available to the people who
needed those livers. It is a very disturbing statistic to me. _

How do you explain that? S . :

Mr. Gore. Well, the first part of the problem is awaréeness of the
need for brgan donation. That dwarfs the rest of the problem.

The second part of the problem, which absolutely has to be at-
tacked aggressively, is better coordination of the organ acquisition,
procurement, and distribution system. K ,

We now have 110 separate organ procurement networks-across:
the country. We have three different ndational hotlines. We heard
about twe .at our hearing in Agril, and the President gave out yeta .
third in his radio address last Saturday. = e ‘ '

- All of the people in those 110 networks and the people manning
those hotlines and the others that are..operating, really make

* heroic efforts on a daily basis, and they have also made some very

helpful efforts to coordinate on their own these different systems,
and there is a working relationshiﬁ between all of them now.
It is just not quite good enough because the instances you cite
still occur. They oceur even now, and we need :to have better co-
ordination. : , -
For example, there is one major liver transplant center, Pitts- -
burgh. It is not humanly possible for people to use all of the organs

there. So distribution is a difficult problem, and the same donor'~

may make it possible for several other people to:-live by donating -
several organs, - ‘ _ T ‘ o

And the coordinating of that process with the blood and tisﬁe-
typing, the ranking of the priority on the list, and the geographic
proximity, as-well as other considerations, are very -difficult for
these heroic and terrific ;:;?le who are working these systems
solely on their own. They need some help. S :

Mr. WaxMAN. Assuming we can do a better job, and I think you
are right, the Federal Government must take a leadership role to
coordinate what is an increasingly valuable medical procedure that’
can save lives that would otherwise be lost. _ S

nk you very much. o

~ Mr. Luken. ' oo



13

Mr. LukeN. Mr. Gore, you are to be congratulated for the leader-
ship that you have shown in developing these matters. »
ne additional area I would like to get into with you, because
_you are obviously an expert on this subject, is the development.of
the national policy to make these procedures affordable.

This question is very important in the individual cases, and this
cw;stion is a very serious one because—and I would ask you about
this—do you find that the traditional providers, the doctors groups,
sometimes, the -hospital administrations, are reluctant to push
ahead to make a national policy that operations, the transplants-
would be feasible, affordable, and paid for by the insurance compa-
nies, medicare, and so on?

Mr. Gore. Well, there has been some reluctance primarily be-
cause the advances in this lifesaving procedure have occurred
much more swiftly than is usually the case. |

We had a watershed event where transplants are concerned, and
that was the development of a more effective, new immuno-sup-
pressive drug, cyclosporine. '

You remember in the early days of transplants, one of the major
concerns was, will rejection take place? en Christian Barnard
did his first transplants, that is what all of the concern was all
about, and it continued that way until quite recentl?'. »

This new drug almost makes rejection a thing of the past. They
reguiate the levels of the drug that are needed and monitor the re-
jection process. What I am saying is, this advance occurred swiftly,
all at once, and it took these health care providers by surprise.
They didn’t shift gears as quickly as they should have. It is a prob-
%:am not unique to liver transplants. It is just most starkly seen

ere. - . : : ‘

The Congress actually addressed this problem a few years 'aio
and set up a national center to evaluate the progress of new tech-

nology to help us shift gears more quickly. ' :

This was, unfortunately, abolished a couple of iears ago—or 1%
years ago, and it should be reestablished, and that is one of the
steps that I am asking be taken in my legislation.

Mr. LureN. Well, as far as those families that are faced with the
need of the heart and liver transplants, if they are under medicaid
coverage, the decisions are made by the States, as I understand it.
. _If they ar® covered under medicare or under private insurance,

th:jl are still faced with the fact that they will not be covered, gen-

erally speaking, except in very few cases—the insurance doesn’t
cover it, therefore they cannot afford the operation. _

That is what we haye to look at as national legislators, it seems
to me. How do we push dlong, how do we produce, how do we facili-
tate?-—obviously the steps you have suggested will provide a mo-
mentum toward developing a policy. But aren’t we at a stage now
where we could-urge HCFA, where we could urge the ,agpropriate
- agencies under medicare, change the classification of heart and

liviesj ;:ransplants from experimental to routine, so that they can be
paid for. , S ‘

Mr. Gore. Well, as I tried to say in my statement, it really is a
continuum. We need a system that will help us.see these proce-

- dures in more than two categories. Theéy are not just experimental -

28-727 0 - 84 - 2
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g{l the one hand or routine on the other. They progress as they go
ong. ' o

Liver transplants, for example, are clearly no longer experimen-
tal, nor are they—— ‘ ,

Mr. LukeN. Medicare considers them experimental.

Mr. Gore. I am getting to that. Your question is on target, but
this is an important point. : :

They are not yet routine, but we need an ability to say, look,
they have progressed far enough; they can save enough lives at this
point that we ought to pay for them in selected centers that have
demonstrated their ability to kick up the survival rate into really a
good level and for patients that are on the priority list. ‘

Now, let me tell you how the funding problem breaks down now.

Some private insurance companies are actually ahead of the Fed-
eral Government in funding these procedures. Medicare, however,
will not fund it. ~ -

Medicaid programs, as you say, are controlled by States in this
respect. More than a quarter of the medicaid programs are now
funding these procedures. CHAMPUS refused to-fund the proce-
dure, but we just passed an amendment that I referred to in my
statement which overturns the CHAMPUS decision and requires
them to go ahead and fund it. ‘ - ,

The private insurers that are currently not funding liver trans-
glants and heart transplants are in many cases taking their cue

rom the Federal Government decision. o we

If the Federal Government decision can be changed, then that
will open the door. , ' o :

Let me make one-other point.. - . FRE R Lo

The biggest irony in this whole issue is that the studies indicate
that the cost of terminal care for the long period of time these chil-
dren and other patients, survive up until the point of their death—
the cost of that terminal care—exceeds the cost of the transplant
which would save their lives and avoid the cost of the terminal
care. :

Mr. LukeN. Does your legislation that you propose provide for
medicare changing its policy, which is an impediment to.granting
these procedures? A

Mr. Gore. It avoids—— -

Mr. Luken. I realize the total effect of what you are doing is
moving in that direction, and that may be the only way we can go
at the aresent time, . ' SR o

Mr. Gore. In spite of the facts that are so clear in this case, as a
general policy I think decisions on the assessment of health care
" technology should be made by professionals. It is clear to me that
-in this instance the techno ggy has progressed to a sufficient

degree that it should be funded without any question whatsoever,
but we need to address—just as we don’t need to continue address-.
ing liver cases on an ad hoc basis, neither can we address technol-
ogy assessment questions on an ad hoc basis. ‘ , :
. e have to address the generic problem, and solve that generic

problem and at the same time solve this problem, and it can be

done quickly. o : . .

Mr. LUKEN. It seems to me that the most important question for
us—as _you say, the scientists, the experts in the field, are those
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best qualified to make the individual decisions, but it seems to me
that there is eventually a collective judgment that has to be made
by an agency or through legislation to deal with the basic problem
which you have outlined in your testimony, which is ‘“The medi-
care r’)ronouncement has directly inhibited coverage of these proce-
dures” by the private insurance companies, which is where the im-

rtant decisions lie, with the private insurance companies, as the

‘amilies who will testify here today will indicate to us.

It seems to me that we have to grapple with facilitating that de-
cision by HCFA, by the agencies involved, whether it is direct legis-
lative injunction or direction or not, it seems to me that is the most
important decision we have to make. _

r. Gore. I ee with that, and that is why I offered the
amendment that I offered a few da 0, to forcibly change by leg-
islation a decision on the part of CHAMPUS. If they will not speed
up their decisions on technology assessment, we must wrest that
decision from them and make it for them.

I am convinced, however, that we can at the same time improve
the way they make those decisions, so that instances like this don’t
recur.

You know, a pancreatic transplant, for example—in a few years,
as the technolo, progresses further, that may present very similar

roblems. We don’t need to be making that decision on an ad hoc
asis. We need to put into place now a decision that insures the
Government addresses it rationally and quickly.

Mr. LukeN. Well, Mr. Chairman, Mr. Gore, I think that your ef-
forts are movingl this process alonf. I hope that our efforts today
will produce and facilitate that collective judgment that the Con-
gress can use its influence, either through legislation or through
the efforts you are making in defining of the procedures that we
aret\yorking on, to get liver and heart transplants made, in effect,
routine.

Mr. Gore. Well, my subcommittee and this subcommittee have
worked together very effectively and productively in the past to

ut into law a number of changes which we believe have been help-
ul, and this is going to be another one. :

Mr. LUKEN. Thank you.

Mr. Waxman. Thank you, Mr. Luken. -

Mr. Gore, we appreciate your testimony very much. We have
worked well together in the past. I think this is an issue that calls
upon us both to join with all of our colleagues in the Congress in
deciding that we have to do a better job than what we see around
the country. L

Thank you for being with us. ‘

While we are meeting here today, there is a session taking place
on the House Floor. There is a vote for which we have to recess the
meeting to respond to. We are going to recess for 10 minutes while
we vote, and then come back.

Brief recess.]

3 r. WAXMAN. The meeting of the subcommittee will come to
order.’

Our next panel includes a number of individuals who will share
with us their personal experiences with the organ transplant
system in this country.
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Mrs. Deborah Montgomery comes from Cincinnati, Ohio. Mr. and
Mrs. James Richardson live in Charlotte, N.C. Mrs. Marian Turpin
is from Baltimore, Md. Mr. Raymond White, from Brentwood,
Tenn. And Mrs. Hope Walden from Cedar Grove, N.J.

Mr. WaxmAN. We want to welcome you to this hearing. I know it
is sometimes difficult, certainly unusual, to be talking to a congres-
sional committee, but I want you to relax.

What we want to know from you is, what experiences you have
?ald. Just tell us your story. We want to know. We want to be help-

ul. , o
Why don’t we start with Mr. and Mrs. Richardson.

STATEMENTS OF MR. AND MRS. JAMES RICHARDSON, CHAR-
LOTTE, N.C;; DEBORAH MONTGOMERY, CINCINNATI, OHIO; RAY-
MOND D. WHITE, BRENTWOOD, TENN.; HOPE WALDEN ON
BEHALF OF THE AMERICAN LIVER FOUNDATION; AND MARIAN
TURPIN, BALTIMORE, MD. :

Mrs. RicHARDSON. Mr. Chairman, ladies and gentlemen, my
name is Ernestine Richardson. I come to you from Charlotte, N.C. 1
have a daughter 2 years old by the name of Chicika Richardson
with biliary atresia, a very chronic liver disease that will kill her
unless we find a donor for her liver transFlant. .

Chicika was hospitalized at 4 months old. It was then Dr. Morto
performed a kasai, hoping that that would correct the blockage of
the bowel ducts. However, it wasn’t a complete success. So Dr.
Morton then came to us and told us eventually we would lose Chi-
cika. There was something on the inside of us that kept telling us
that it had to be another way. We just could not accept the fact
that God would just let us lose her like that.

It was when Chicika was in intensive care that I read in a medi-
cal journal about Dr., Starzell and liver transplants. At that partic-
ular time he was in Colorado.

I consulted Dr. Moore about it and I told him that I wanted Chi-
cika to have a liver transplant. He then told me that it was experi-
mental and he would look into it for me.

* Dr. Starzell then moved to Pittsburgh, which made it possible for
us to take our daughter there. She went on the computer there Oc-
tober 23. We have been constantly waiting ever since.

Since then it has been stress, pressure, strain. Words just cannot
describe what we have gone through with Chicika. We love her so
much and she is our only child. We just cannot accept the fact that
unless we find a donor.We will lose her. .

We consulted the White House. We didn’t have any other place
to turn. We tried every agency, everybody was turning us down left
and right. There was no place to go. So, a White House aide re-
turned the call back to me and he directed me to the crippled chil-
dren Fro‘gram, which they will pay some of her liver transplant but
not all of it.

The amount has not yet been determined, but, as parents, how
can you sit back and see your child sick, not knowing when her
liver just may fail comiﬂetely and, as a parent, you are willing to
do anything in the world for fmer, and yet there is nothing because
it is like your hands are tied and nothing at all that you can do.
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I feel like, and I pray to God that some way, somehow that we
can come up with some solution to get parents to donate these
parts. I know it is a very tragic moment for parents. I can under-
stand, because I am a parent myself, but your bodfy is 80 precious.
It is like a store with very expensive parts, and if you could only
say I have lost my child, my wife, my husband, or whoever, but I
would like to benefit another—please think of our daughter and
the little ones that are waiting.

It is no point for a child, or no one to have to suffer. But, please,
think of donating these parts. It is very precious to not only my
child, but others.

Mr. WaxmaN. Thank you very much.

Mr. Richardson, anything you wanted to add?

Mr. RicHARrDSON. Well, she mostly covered what we have been
going through for the past 1% years. It really has been disgusting
to a certain point, to where we haven’t been able to get a donor.

Chicika has been on the computer for 10 months now awaiting
the transplant. During the 10 months we have been through some
}hi?gs that only if it were your child you could understand how we
eel.

I have been through it so much—I don’t know—I get stopped up
when 1 start to speak or even try to think or talk about this.

I think I will just leave it at that.

Mr. WaxmaN. Thank you very much.

Mrs. Montgomery.

STATEMENT OF DEBORAH MONTGOMERY

Mrs. MoNTGOMERY. Mr. Chairman, I want to thank you for invit-
ing me here today to testify before this committee.

y name is Debbie Montgomery; my husband’s name was Joseph
Montgomery. He was a 35-year-old man with 8 children. They are
16, 14, and 6. My husband died May 3 of this year. He died of a
heart disease known as cardiomyopathy. We learned of his disease
in January of this year. The doctors told us that he would only
have 3 to 6 months to live.

Cardiomyopathy is a heart disease that progressively deteriorates
the muscles of the heart. This causes the heart to become so en-
larged that the muscles cannot keep the heart pumping, which will
eventually cause the heart to stop. _

The only operation known that could have been done to save my
husband’s life was a heart transplant. This he was denied because
we did not have $60,000 in advance. My husband was forced to go
on social security disability and, as you know, you do not. receive
anf' medical benefits for 2 years after you are on disability. .

went to my insurance company in January. They, knowing the
imsortance of this operation, did not give us an answer until the
end of March.

Blue Cross told us that heart transplants are still on the experi-
n:gntal list and they would not be able to pay for such an oper-
ation. '

What bothers me most is how can a procedure that has been
done tali}? this country alone for 15 years still be considered experi-
men
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We were told by our physician that this is how long the oper-
ation has been done at Stanford University.

After the insurance company refused to pay for the heart trans-
plant, we tried other agencies to see if they could help.

The Heart Association told us the money they have is for re-
search. I do not understand, or fail to see the difference.

1Ur::;ted Appeal told us they had no assistance for heart trans-
plants.

We were going into the third month while finding out all of this.
During this time my husband was getting worse. Between the time
that we first found out how sick my husband was in January until
the day he died in May, he had been in the hospital four times,
staying anywhere from 4 days to 2 weeks. -

My husband was in a great deal of pain during this time. He had
a lot of shortness of breath and had to be put on oxygen most of his
stays in the hospital. He took on the average of 13 to 15 pills a day.
Most of these helped pump the heart; some were for the pain he
was having, and others helped rid the body of fluids that would
build up around the heart area.

If my husband would have been able to have the heart trans-
plant, there was a 70-percent chance that he would be alive toda
sitting here instead of me, a 50-percent chance of living another
years or most probably longer.

How do we put a price on a human life?

The one thini that bothers me and a lot of other people is, if the
procedure, the heart transplant or anly"l other type of transplant, is
a %ood one to do, why not do more of these operations?

f it is not, why are we bothering to do them at all and building
up hope in patients that are sitting around waiting for someone to
call them in hopes of a new life?

I sat with mﬁ' husband many times and saw him go through
some very rough times. There would be times that he was so sick
that he wouldn’t even be able to get out of bed. He kept hoping
that something would happen to help him have a new life. During
the times that my husband was very sick, he would be totally
drained of any energy that he had built up.

The night of my husband’s death, knowing the shortage of
organs, we donated my husband’s eyes so someone would be helped.
This was the only organ of my husband’s that the doctors were
able to use.

The day before my husband died, he told me that if anything
went wrong in the future to donate any part of his body the doctors
would be able to use.

‘A heart transplant is one of the operations which is literally a
life-saving operation which, without it, a person will die like my
husband. There is no other way to keep them alive.

People should be made aware of the importance of donating
ofgans. You never know if this or something similar could happen
to your famliy. I hope it never does. I know I was shocked when
the doctors told me that my husband needed to have a new heart.
You don’t realize how fast it can happen. There is really no set
number of people that are known that need a transplant because
most of the time you are not even put on the waiting list unless
you have the money for the operation.
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Although there are cards on the back of everyone’s driver’s li-
cense to donate any part of your body you want, most people don’t
even realize what these are for.

I know for a fact when I got my driver’s license, they did not ask
me or most people that I know: Do you want to donate your organs
if something would happen? The people who work at the Driver’s
License Bureau should be either explaining to the people or some-
thing should be done. That is the only way I know that could help
donate organs that might be helpful. It could save someone’s life.

ﬁr. \v’gﬁquN. Thank you very much, Mrs. Montgomery.

r. ite.

STATEMENT OF RAYMOND D. WHITE

Mr. Waite. Thank you, Mr. Chairman.

"I am Raymond White of Nashville, Tenn., and Menlo Park, Calif.
We have two addresses because my wife, Lorene (Renie) White, is
waiting in Menlo Park near Stanford Medical Center, to be availa-
ble when an appropriate organ donor is found so she can have a
heart/lung transplant that represents her only hope to live for
more than a few months. .

My wife has a condition that destroys both the heart and lungs.
She has had this problem over 20 years. We have always known
there was no cure for it, and that someday it would end her life.

In June 1981 what had been a chronic problem for so long
became an acute one, and death that had been a distant prospect
became a near term certainty and an immediate possibility.

Since that time, she has been in the hospital for 56 months, very
near to death at times, has been and is on numerous medications.

She requires oxygen 24 hours a day. She has been bedridden
much of the time and housebound, barely able to walk around,
almost all of that time. She is constantly exhausted, both physical-
ly and mentally, and is unable to take care of herself, so she re-
quires constant attendance. :

When this final stage of Renie’s illness began, we were unaware
that a successful heart/lung transplant had ever been accom-
plished. Although we frequently had been told if only that could be
done, that is what could save her. :

Since we didn’t know there had been a successful transplant, we
just settled down to wait for her to die. That was all we could do.
We wanted to make her last days as comfortable and useful and
filled with love as we could. '

In October 1981, shortly after she entered- the hospital for her
second and longest stay, and at a time when it appeared that death
might come any hour, we were told that Stanford had done heart/
lung transplants, and it was suggested that we apply. Even though
it was an astonishing concept in the abstract, and is incredible to
consider for yourself, Renie immediately decided, let’s try it, and
the whole family said, let’s do it. We had no other option.

. For the first time, we actually had hope. It was really a reprieve
from death at the 11th hour. Twenty-one months later, we still
have hope, but that is all, because after 18 months of searching, it
has not been possible to find a suitable donor, and she is still in
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limbo between life and death, with death as an everyday possibil-
ity.

During this long siege, I have learned at firsthand about a great
many of the problems associated with organ transplantation. The
science and technology of organ transplantation has made enor-
mous advances in recent years, and tremendously effective life-en-
hancing and life-extending therapy is possible. .

Unfortunately, the system for delivering this therapy has not
kept pace, and the result is that the delivery of the benefits of
transplantation is just marginally effective.

There are two choke points in the delivery system, as I see it.
One is financing the operation and the other is in finding donor
organs and matching them to the recipients.

estimate that if my wife were to have her transplant today and
roceeded to a normal recovery, the total cost of her illness would
e about $375,000.

Amazinglg enough, this is not a problem for us. The transplant
itself is paid for under Federal grant because Stanford has a grant
to do this surgery in an experimental way. We have two good
health insurance policies that are paying everything medical up to
the transplant. We can take care of the living and transportation
g;‘pednses, which I estimate will be $50,000 by the time this is fin-
ished,

But if any one of these three parts of the equation were missing,
she would be denied the therapy, just as you have heard, and most
people are not in the fortunate position that we are in. Everything
clicked right for us financially.

hB}t{xt it hz:s not clicked right in getting a donor. That is the other
choke point.

I do believe that the problem of financing these operations must
be addressed and that some kind of a national health insurance
program or at the very least changing the government’s pronounce-
ment, so that private insurance can be available, is necessary.

I do think it is not a program whose cost potential is unlimited
because the limit is alwdys going to be the number of donors. .
There is a fixed top on that. We are never going to get above it, -
and this problem, this donor part, is going to be the death of my
wife unless something happens soon. '

The fact that she, as of yesterday, has been in California waiting
18 months for a donor, and that nowhere in this whole country has
it been possible in 18 months to find a donor for her clearly indi-
cates the system for obtaining donors is just marginallﬁ eftective.

There are so many other evidences of this deficiency that I could
not name them all, but let me tell you a few.

One-third of all those at Stanford who come for heart transplants
that are accepted die before a donor can be found. ,
The death of infants awaiting liver transplants happens regular-
{y. We just don’t hear about it, but they are happening all the

ime,

People needing kidney transplants who can live to wait frequent-
ly wait for years to find a donor, even though in a given year there
are enough unused donors to transplant every one of them.

And people like myself, like the other folks here who realize that
the system is not going to produce unless they are just lucky, are
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driven to doing aﬁything they can, making public appeals, writing
letters, calling people on the phone, anything to try to make it

happen. : . _

. lgeo le should not have to die unnecessarily like this, and they
shouldn’t have to wait years, and they shouldn’t be pushed into a
corner of knowing that they have to try to do it themselves.

I think that my wife has now waited longer than anyone else
ever has for a major organ, one without which she will die.

We waited about 6 months before we started to try to do things
to help get a donor. I have a list that is attached which I will give
to you of things we have done. But we have made literally thou-
sands of contacts with individual doctors, with hospital administra-
tors, and had many public notices on TV and in newspapers. All of
it, 547 days of tryini, has produced no donor, not one. '

There are some things that I think are susceptible to legislative
solution, and I would like to just mention a few things, and I will
be finished. : o
" One is, I think regularizing brain death law throughout the -
country is a valuable thing..I think coroners and medical examin-

_ers should be required to release brain dead persons with family
consent for service as organ donors, I think that all hospitals that
are large enough to have the potential for donors should be re-
quired to have an organ donor £ro am, an active one. If they re-
ceive medicare or medicaid funds, that is one handle to use, if it is
not done voluntarily, which it may be, and certainly is in inany
cases: 3 .

I think that research into transplantation and immune therapy
should be funded at a useful level. o

And finhally, I do believe that funding to produce a viable truly
nationwide organ donor program is valuable. We have lots of little
wheels all around the countrg'—l)eople have done a wonderful job
of inventing the wheel individua ly everywhere. But the trouble is

_ the gears don’t all mesh. They don’t move as one, and they need to.

Thank you. -

Mr. WaxMAN. Thank you very much, Mr. White.

Mrs, Walden. o :

STATEMENT OF HOPE WALDEN

Mrs. WALDEN. Ladies and gentlemen, look at me. I have just dis-
coverd a joy in my life that you have known all along. It's the joy
of wakin u(r in the morning full of energy and the joy of seeing a
rosy-cheeked woman in my mirror. : I

at's the same mirror that once had a pain-ridden woman star-
ing back at me. She was jaundiced with yellow eyes and never had
relief from overwhelming fatigue, and was tormented by unrelent-
inf itching. That woman was me. :
was a victim of srimary biliary cirrhosis, a rare and fatal liver
“ disease. It is an insidious disease that robs tyou of your life, little by
little. You know you are dyinf. You can feel the changes in your
body. You lose a piece of your life everi' day. ,
I suffered from PBC most of my adult life, but was not diagnosed
until 1978, I was given medication, but it didn’t cure the illness or
even relieve the symptoms. Its side effects made me feel worse.
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In addition to my physical problems, there was also the social
stigma to cope with. Most people associate liver problems yith alco-
holics. You and I know that liver disease can strike anyone, even
~ children. But until people learn more about liver diseases, people
who are suffering from them will continue to be suspect.

There is even a more serious problem that results from a lack of
awareness. I was suffering from a fatal liver disease and I didn't
know that liver transplants were being performed. I found out by
accident. Imagine how many others would not have to die or how
many more donors there would be if people were aware that liver
transplants were possible? . :

By the time I went to Pittsburgh to be evaluated for a transplant
in January 1982, I had developed osteoporosis. My vertebrae were
collapsing and the pain was like nothing I had ever experienced. 1
had begun to have blackouts and in April, I was hospitalized. I
couldn’t walk. I waited 10 interminable days before the decision
was made to accept me into the transplant program,

The waiting continued—the next 4 months were agonizing. I
knew I was dying and there was still no donor for me. Finalli, on
May 5, the call came. I had only 6 hours to get to Pittsburgh, but I
made it. My transplant was done, but 3 months later, I needed an-
other transplant and that was the turning point for me after years
of suffering. Four months later, I was released from the hospital
and 6 weeks after that, I returned to work.

No one recognized me at the office and I felt like I had just come
out of a time machine. ‘

I was-4 inches shorter. My osteoporosis had turned me into the
incredible shrinking woman. My newfound energy more than
makes up for my loss of height. As a manager of a major airline, I
have a stressful job but handle it with ease. '

I'd like to mention one other major problem liver transplant pa-
tients must endure. That is the financial burden. I was lucky my
insurance coverage paid for my operation. Most others are not so
fortunate. It's heartbreaking to see families watch their loved ones
suffer while they must struggle to raise the funds needed to pay for
this lifesaving surgery.

I wouldn’t be here today if I had not been given a new lease on
life through liver transplantation. This was the only treatment
available for my condition. I am a shining example of one of the
many success stories. I implore you, please give others who have no
hope for survival a chance to live. You hold -their lives in the palm.
of your hand. Time is running out for many. They need your help.

Mr. Waxman. Thank you very much for your testimony. -

Mrs. Turpin. ; :

STATEMENT OF MARIAN TURPIN

Mrs. TurpIN. I am Marian Turpin. I am here with my husband
and family from Baltimore, Md. ;

I would like to introduce my son, John Turpin, He has a liver
disease called biliary atresia. John is 28 months old; in another few
days he will be 2 years old. T
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Biliury atresia is a disease where John was born without bowel
ducts. He had surgery performed when he was about 8 months old
to try to correct this.

However, after the surgery and a few months later it was deter-
mined that the surgery was unsuccesful at that time; my husband
and I were told that the only alternative to save his life would be a
liver transplant.

. John has developed cirrhosis and inflammation of the liver,
which is associated with this type of disease.

At that time, we were referred to the Children’s Hospital in
Pittsburgh to determine whether he was a candidate for a liver
transplant. It has been determined and established and at this
pi)ints we are on a waiting list for children awaiting liver trans-
plants.

That took place in September 1982. And it-has almost been 1
year since we have been waiting for a liver donor.

That year of waiting has been a very degressing, frustrating, and
agonizing period of our lives. I think my husband and I, with the
support of our friends and family, have done everything possible
that we can do to help in making people aware, and doing what we
_ can as a family to find a donor for our son. We have established a
trust fund in his name where donations have come in from differ-
- ent organizations and from commun;? groups to help raise funds

which will cover the cost for the medical and surgical procedure.
And we were told that that procedure would cost us a(.)ndywhere
from $60,000 to $150,000. And having to go through a period where
you know that your child may not have a long life to live, it is
enough pain for us to have suffered without having to go through
trying to'raise money to help with the surgical costs.

We also understand that usually children with this type of dis-
" ease are not expected to live beyond their third birthday. As I said
before, my son will be 2 years old in a few more days. And we feel
that our time is running short, and we took this opportunity to
come before you now and to ask people to help us in any way possi-
ble to tr{ to locate a donor for him, because our worst fear is wait-
ing until the last minute, and living with the thought that the pos-
sibility may come where he may die because we did not extend our
efforts as far as we could to help him.

Thank you. -

Mr. Waxman. Thank you, Mrs. Turpin.

Mr. Turpin.

Mr. TurpiN. It is silly, in my opinion, for a government of this
maﬁrlxitude and power not to recognize and address itself to this
problem.

Please, don’t wait until it touches your life personally to do
something about it. As has been shown here today among these
witnesses, our loved ones cannot wait. Please let's cut the bureauc-
racy and get to work. :

Mr. WaxmaN. Thank you very much. -

Let me thank each of you. I think you have challenged our emo-
tions as citizens and our responsibilities as public officials. I wish I
could wave my gavel and create a system of organ donation to
lr;:xelet; the needs of all those patients that wait. We wish we could

elp. :
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I think we are going to have to think through exactly what must
be done. Congressman Gore talked about legislation that he will be
asking us to consider.

I am asking my subcommittee staff to work with him and his
staff, because I think it is essential that we get some kind of coordi-
nated system in this country to educate those who can donate
organs, to make them available to those who are waiting so desper-
ately for a lifegiving organ that can be used for transplantation.

r. White, you pointed out there are a couple of roadblocks. One
is to coordinate the donation of an organ for transplant, and the
other is paying for this very, very expensive medical procedure.

In your situation, Stanford has a %:'ant of money, is that correct?

Mr. WHitE. That is correct. And that is a very rare and unusual
situation too.

Mr, WaxmaN. For the Turpin family, you are asking people to
= conl:r‘;bute to a trust fund in order to pay for the surgery, is that
| right
’ rs. TURPIN. It is.

' Mr. WaxmaN. And. Mrs. Montgomery, your husband was turned
away because you didn’t have the $60,000 up front to assure—
who—the doctor, the hospital, all the people involved—that they
would get paid for their medical services?

Mrs. MoNTGOMERY. Pittsburgh told us that we had to have the
money ahead of time before they would even put him on a list or
look at him,

Mr. WaxmaN. The costs of a transplant operation are really stag-
gering—§100,000 or $200,000 means nothing. They are beyond the
means and imagination of 80 many people. Yet we have insurance
companies refusing to pay—even the Federal Government under
meditceire refusing to pay for this service because it is called experi-
mental.

We are going to hear from some doctors later in our hearing. But
we know the new advances that are far beyond the experimental
stage. We ought to at least ask those insurance agencies that paK
for care to pay for this lifesaving medical procedure. And I thin
we need to go forward and do more. v

Mr. Turpin, I very much appreciate the comments you made. It
is our responsibility. A government of this ma%nitude that just yes-
terday voted in the House to spend billions of dollars for defense,
ought to be able to figure out how to save the lives of our citizens;
and at least coordinate the donation of organs for those who are
willing to make the contribution, to have that contribution made
available to those who are in need of that donation.

Thank you very much.

Let me call on my colleagues.

Mr. LUkeN. Mr. Chairman, there are manfy aspects that have
been brought out by the victims here of the failure of a national
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policy.

I tﬁink the most graphic demonstration is in the description of
our insurance policies.

Mrs. Montgomery, you had a policy that would pay up to
$500,000 for hospital expenses but it didn’t make the $60,000 you
needed in order to get in line, just to get in line to be available if
you could then find a transplant donor, is that right?
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Mrs. MoNTGOMERY. Right.

Mr. LuxeN. Do you have any particular thoughts about that?

You have indicated, I believe, that your husband donated his
eyes because he was very conscious of the need for donors. You are
~ here, not because you need anything now, but because you want to

carry on that fight? ‘

Mrs. MonTGOMERY. Right. There are so many people out there
that need help. I know what I went through with all the expenses.
And I don’t think you should have to go through that. It is shock-
ing to begin with, when you find out that you have to have $60,000.
Then you have to wait for an organ. It is hard to even realize—
there are so many—people just aren’t donating the organs when
they should to help preserve lives.

y husband was totally a healthy man. He was completely
health{, except——

Mr. Luken. Thirty-five years old, working? _

Mrs. MonTGOMERY. He was working up until 1 year ago January.

Mr. LukeN. And then he went eventually—before he died, on
gocial security disability, a 35-year-old person, and would have
been, in a short time, eligible for medicare because of that.

Mrs. MONTGOMERY. Yes.

Mr. LukeN. But even if he were eligible for medicare, you could
not have provided the finances to get in line?

So you had every advantage, every resource that anyone could
have. Yet he was not eligible for the funding. And of course there
are others here who have had community drives to provide the
funding. But in your case, that community drive just didn’t have
time to get started, isn’t that right?

Mrs. MonTaoMERY. Right. It started 1 week before my husband
died. His heart had deteriorated faster than they expected.

Mr. LukeN. I think that demonstrates the fact that we need not
only put attention to these individual aspects, but we need to devel-
op a national policy, and we need to influence the formulation of a
policy by medicare, which will in turn force the insurance compa-
nies to adopt a similar policy. And I think that is the only way that
people can have available to them the necessary financing, the nec-
essary resources for the transplant centers and so on.

I believe that is the most important thing we can do.

The other things are necessary, but I think we have to keep our
eye on the ball, and that is a development of policy which, in your
case, graphically demonstrates, if everything else were available—
transplant centers, availability of organs—if all of that were
present, your husband, a 85-year-old productive person, still would
not have had the lifegiving operation available.

Thank you very much.

Mr. WaxMmaN. Mr. Sikorski. ‘

. Mr. Sixorsk1. Thank you, Mr. Chairman. I commend you for put-
ting this together today so that we can educate ourselves and the
world to a serious problem. ,

Thank you for coming. I have a 2-year-old and share personally
each of your stories. I am not only touched personally but officially.

The problems you bring to us today are major problems, as you
know and experience. The costs we are talking about are gigantic.
They are more than the largest single purchase you ever make,
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'your house. The problems with coordination and the fact that there

are not enough donors are serious groblems. But we are a great
nation, and what you are doing is—that you are testing us, you are
testing us as a society.

In my office is a saying from Hubert Humﬂhrey, from my State,
that the true test of a society’s greatness is how it treats those in
!;l};e dawn of life, the children, and those in the shadows of life, the
ill,

You are posing that concept to America, which has accomplished
great things. We have fought wars that have protected societies,
and we have gone out beyond our planet to the Moon and other
glanets, and gone into elements and particulates of elements way

eyond the human comprehension. And now, because of our curios-
ity, because of our scientific advancement, medical achievements,
we are now posed with the issue of applying that to make Ameri-
can and other lives better.

Hopefully we are capable still as a great nation to respond to
that test. I am convinced we are, and am joining with you in meet-
ing that test.

hank you for your willingness to come this morning.

Mr. WaxMmaN. Thank you, Mr. Sikorsi.

We do very much appreciate your being with us. We want to
wish you, each of you personally, our very best wishes, and to tell
you that we hope your being here today will be the beginning of an

- effort by Congress to address this very difficult and important

problem,

Thank you very much for being here. :

Our next panel consists of two distinguished transplant surgeons,
Dr. Oscar Salvatierra, chief of the Transplant Services of the Uni-
versity of California, San Francisco; Dr. Folkert Belzer, chairman
of the Dogmrtment of Surgery at the University of Wisconsin.

I would like to ask these two gentlemen to come forward. I wel-
come you to this hearing. We would like you to proceed with your
testimony.

STATEMENTS OF OSCAR K. SALVATIERRA, M.D. PRESIDENT,
AMERICAN SOCIETY OF TRANSPLANT SURGEONS; AND FOL-
KERT BELZER, M.D., PROFESSOR AND CHAIRMAN, DEPART-
MENT OF SURGERY, UNIVERSITY OF WISCONSIN

Dr. SALVATIERRA. Thank you, Mr. Chairman.
~ Mr. Chairman, I am Oscar Salvatierra, M.D., professor of surgery
and urology, and chief of the Transplant Service at the University
of California at San Francisco.

I am here today representing the American Society of Trans-

plant Surgeons. The society appreciates your invitation to partici-
pate in these hearings, and we are anxious to join with you in ex-
amining ways to improve the availability of transplants for those
patients who need them.
" We believe these hearings are especially timely in light of recent
and forthcoming advances in organ transplantation. The field of
transplantation has entered a new era—an era charaterized by
substantial increases in the survival rates for a variety of trans-
plantable organs. :
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Our purpose today is first to share with your our perspective on
the state of the art in organ transplantation and to affirm the
likely continued success of this form of therapy.

In my written testimony, I have offered an analysis of some of
the constraints on this theraf)y and made some recommendations
regarding these constraints. I will briefly summarize some perti-
nent areas from this written testimony.

Advances in the field of organ transplantation have been rapid
and profound. In the kidney area, we now see survival with kid-
neys. from related donors in the 95-percent range, and this because
of a new protocol utilizing transfusion of blood from the prospec-
tive kidney donor to the prospective kidney recipient.

Among cadaver graft recipients, we are seeing graft survival
rates in the range of 80 percent or greater due to the new immuno-
suppressive agent, discussed earlier, cyclosporine.

Although our experience with kidney transplants is the most ex-
tensive, the available evidence on other organ transplants, heart,
heart/lung, liver and pancreas, is equally encouraging.

Of course, in these latter cases, only cadaveric organs can be
used. With heart transplantation and with the use of cyclosporine,
we are now seeing patient survival rates of 80 percent, and without
these transplants, none of these patients would have survived.

The University of Pittsburgh liver transplant program is present-
lsy reporting 1 year survival rates of 60 to 70 percent, up from only

0 percent before 1980.

Most im%grtantly, heart and liver recipients have excellent reha-
bilitation. Kidney transplantation is no longer considered experi-
mental, and it is clear now that transplants of livers, hearts and
pancreas in carefully selected patients at qualified centers should
no longer be considered experimental, either.

The recent NIH concensus conferente on liver transplantation
supports this view. These procedures are and should be viewed as
state of the art medical care delivery.

We are all excited about this progress in transplantation for a
number of reasons. First, and most important, it makes possible
the survival and rehabilitation of many patients who would for-
merly have died or have been severely disabled.

But perhaps equally important in this time of constrained re-
sources is the cost effectiveness of organ transplantation, whether
heart, kidney, liver, when compared to alternative therapies or
costs of terminal care. : .

Despite the potential for significantly expanding the application
of transplantation therapy, there are also some very real con-
straints, constraints which have brought us to these discussions

ay.

First, there is the very critical shortage of suitable organs. In
spite of the advancements in transplantation described, the
?ungabgf of kidney transplants, for example, has remained relative-
y stable.

Improved transplantation results will definitely decrease the
number of patients on dialysis and at a subsequent cost savings,
but a much greater decrease in the number of patients being main-
tained on dialysis and further cost reduction in the end-stage renal
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disease program can be obtained by also substantially increasing
the number of transplants performed.

In other words, the greatest impact on decreasing the number of
patients on maintenance dialysis will be achieved by a combination
of improved results and increased utilization of transplantation.

If 10,000, instead of 5,000, transplants could be performed annu-
ally with, for example, 40 percent from related donor sources and
60 percent from cadaver sources, and with current optimum re-
sults, then an estimated almost $500 million would be saved over a
similar 10,000 patients that would be maintained on dialysis alone
for a 4-year period.

Just maintaining this transplant level of 10,000 each year would
ultimately produce enormous savings, and many more patients
would be returned to normal or near-normal lives.

The imbalance in the supply of, and demand for, organs is an ex-
tremely critical problem that needs to be solved if we are to
achieve a 10,000-per-year level in kidney transplantation, and to
also increase the availability of organs to patients who require a
heart or liver transplant to maintain life. '

I would now like to share with' you some of our views about
promising approaches to solving some of our problems in providing
optimum opportunities for organ transplantation to those patients
in need of this therapy, whether kidney, heart, liver, or pancreas.

These suggestions involve four areas, and essentially parallel the
suggestions in the proposed legislation that we heard this morning
from Representative Gore.

Firstt, improvement in organ availability and donation is para-
mount.

Second, development of an assessment program for evaluating
emergent organ transplant therapies is essential. .

Third, development of a national data collection system and a
national coordinated organ-sharing effort, as has been alluded to
this morning is very miuch needed.

Fourth, assurance that policies and performance of Federal reim-
bursement mechanisms and third-party payers do not act as disin-
centives to organ transplantation which can be much more cost ef-
fective than conventional alternative therapies usually available to
these patients. :

It is, of course, proper to ask what specific role the Federal Gov-
ernment should play in these areas. I would just expand on one of
these areas, and that is the area of organ procurement.

Incentives for organ retrieval must be provided. The most impor-
tant of these is an assurance to the family of the donor that all
hospital costs related to the untimely death will be covered.

e, additionally, recommend that Federal and private health in-
surance programs continue to pay their fair share of reasonable
procurement and distribution costs.

We would also recommend as a means to improve and increase
organ donation that hospitals be required to establish and develop
donor identification procedures and protocols within their own in-
stitutions, . -

This might be a requirement of certification or a requirement of
hospitals receiving medicare reimbursement.
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In summary, I have tried to outline in my written testimony the
current improved status of organ transplantation and to indicate
the role that the Federal Government might play, not only in
making this therapy available to more patients who need organ
transplants, but also in removing impediments which might hinder
the advancement of the field of transplantation.

The Federal Government has a unique opportunity to help many
desperate people survive and live better lives. Extremely important
at this time of cost containment is that organ transplantation,
whether kidney, heart, heart/lung, liver, provides a definite cost
savings when compared to alternative therapies under which pa-
tients in need of transplants live, and which alternative therapies
are all reimbursed by third party payers compared to the reim-
bursement problems faced with some areas of transplantation.

I would, again, like to thank the chairman and members of the
committee for this opportunity to share some of our views on organ
transplantation.

[Testimony resumes on p. 41.]

[Dr. Salvatierra’s prepared statement follows:)

28-727 0 - 84 - 3
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TESTIMONY BEFORE THE SUBCOMMITTEE ON HEALTH AND THE ENVIRONMENT,
HOUSE ENERGY AND CO&HERCB COMMITTEE, .
BY OSCAR SALVATIERRA, JR., M.D.,
PRESIDENT OF THE AMERICAN S‘OCIB'I‘Y OF TRANSPLANT SURGEONS,
JuLy 29, 1983

Mr. Chairﬁan, 1 am Oscar Salvatierra, M.D., Professor of
Surgery and Urology, and Chief of the Transplant Service at the
University of California at San Francisco., I am here today
representing the American Society of Transplant Surgeons, The
Society appreciates your invitation to participate in these
hearings, and we are anxious to join with you in examining ways
to improve the availability of transplants for those patients who
need them. We believe these hearings are especially timely in

.light of recent and forthcoming advances in organ
transplantation. The field of trangplantation has entered a new
era -- an era characterized by substantial increases in the
survival rates for a variety of transplantable organs,

‘ Oour purpose today is first to share with you our perspective
on the state of the art in organ transplantation and to affirm
the likely continued success of this form of therapy. We would
then like to offer our analysis of some of the constraints on
this therapy and conclude with our recommendations regarding
these constraints.

Advancements in the field of organ transplantation have been
rapid and profound, As an example, two recent advances that have

greatly improved the survival of kidney organ grafts are the
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advent of a new immunosuppressive agent, Cyclosporine, and the
introduction of donor-specific blood transfusions prior to living
donor kidney transplantation. Cyclosporine is expected to be
approved for general use later this year. Data from the four
transplant centers currently approved for Cyclosporine use show
one-year cadaveric kidney graft survival rates of over 88
percent and-paéient survival rates of 95 percent. In my own
center as well as others where donor-specific blood transfusions
are employed, live donor graft and patient survival rates without
Cyclosporine have reached 95 percent and 98 percent,
respectively, at one year. Because of such developments as
these, kidney graft survival has markedly improved over the
results that were being obtained just three years ago,

In connection with end-stage renal disease, it is important
to note that comparison of dialysis patients and transplant
patients shows that transplant recipients ultimately have
significantly higher patient survival rates and obtain greater
rehabilitation. Unfortunately, more than 10,000 patients are
currently on lists awaiting transplantation, and many of the
65,000 patients presently on dialysis would also consider this
therapy, if organs were more readily available. ‘

Although our experience with kidney transplants is the most
extensive, the available evidence on other organ transplants --
heart, heart-lung, liver and pancreas -- is equally encouraging.
Of course, in these latter cases, only cadaveric organs can be
used. Since 1967, more than 500 heart transplants have been

performed and since 1963, over 600 liver transplants have been

-2-
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performed. The most recent data from the heart transplant
program at Stanford University show patient survival rates of 80
percent at one year and 5@ percent at five years. Without these
transplants, none of these patients would have survived, The
Un?ve:sity of Pittsburg's liver transplant program is presently
reporting one-year survival rates of 65 percent -- up from only
3¢ percent befoie 1980, Most importantly, heart and liver
recipients have excellent rehabilitation.

Certainly, we have not witnessed the end of advancements in
organ transplantation. There are other promising innovations now
being tried that may yield further general improvements, such as
the use of monoclonal antibodies,

Kidney transplantation is no longer considered experimental,
and it is clear now that transplants of livers, hearts, and
pancreas in carefully selected patients at qualified centers
should no longer be considered experimental either. The recent
NIH consengsus conference on liver transplantation supports this
view. These procedures are and should be viewed as state-of-the-
art medical care delivery. With the expected FDA approval later
this year of Cyclosporine, which will make this drug more widely
availabie, the number of transplant procedures will likely
increase significantly.

We are excited about this progress in transplantation for a
number of reasons. First and most important, it makes possible
the survival and rehabilitation of many individuals who would
fo:meziy have died or have been severely disabled. ' In the

specific case of end-stage renal disease, the quality of life of
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the many thousands of patients who are tied to some form of
chronic dialysis can be greatly enhanced.

But perhaps equally important in this time of constrained
resources is the cost effectiveness of organ transplantation,
whéther kidney, heart, liver or pancreas. For example, the
average cost of a renal transplant in the first year is
approximately $25,800 to $35,000, and this figure decreases
significantly in subsequent years to a minimal maintenance cost
for medication. In contrast, the cost of chronic center~based
dialysis, without even considering hospitalization for associated
illnesses, is estimated to exceed $25,000 per year.‘eve:y year a
patient remains on dialysis. Yet when the cost of '
hospitalization for associated dialysis-related illness is also
taken into account, the yearly cost of dialysis for a child at
our center exceeds $706,000 per year., The medical costs of
transplantation can be expected’to decline further as new and
better use of immunosuppressive drugs reduces re-hospitalization
for the man;gement of rejection episodes and complications.
Obviously, the value of rehabilitation must also be taken into
account as successful transplantation returns more individuals to
productive lives, removing the obstacles faced by individuals on
dialysis. '

There is capacity at our transplant centers to do more. A
gradual, planned expansion of the capacity of these transplant
centers is possible. However, at the same time, strict
professional standards and protocols must be applied to the

approval of new centers, and we must assure that an adequate

.
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volume of services is provided at each site. In order to enhance
the quality and cost effectiveness of transplant sexvices, the
American Society of Transplant Surgeons has supported
continuation of a system of careful planning and approval for the
establishment of transplant centers.

pespite the potential for significantly expanding the
application of gransplantation therapy, there are also some very
real constraints -- constraints which have brought us to these
discussions today. First, there is a very critical shortage of
suitable otqans; In spite of €%e advancements in transplantation
I have described, the number of kidney transplants has remained
relatively stable. Improved transplantation results will
definitely decrease the number of patients on dialysis and at a
subsequent cost savings. But a much greater decrease in the
number of patients being maintained on dialysis and further cost
reduction in the end-stage renal'disease program can be obtained

by substantially increasing the number of transplants performed.

In 1979, 4,721 kidney transplants were performed; by 1982,
this figure had increased only slightly to 5,358 for that year,
and yet most estimates of need are.more than double this number.
1f 10,000 instead of 5,000 transplants could be performed
annually, with 4@ percent from related donor sources and 60
percent from cadaver sources, and with current optimum results,

then $5¢0 million would be saved over a similar 10,000 patients

. maintuined on dialysis alone for a four-year period. Just

maintaining this transplant level of 10,000 each year would
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ultimately produce enormous savings, and many more patients would
be returned to normal or near-qprmal lives. The imbalance in the
supply of and demand for organs is an extremely critical problem
that needs to be solved if we are to achieve a 10,0008 per year
level in kidney transplantation, and to increase the availability
of organs to patients wﬁo require heart or liver transplants to
maintain life.

1 would now like to share with you some of our views about
promising approches to solvlng'some of our problems in providing
éptimum opportunities for organ transplantation to those patients
in need of this therapy, whether kidney, heart, liver, or
pancreas. These suggestions involve four major areas: (1)
improvement in organ availability and donation; (2) development
of an assessment program for evaluating emerging organ transplant
therapies; (3) development of a national data collection system
and a national coordinated organ-sharing effort; and (4)
assurance that policies and performance of federal reimbursement
mechanisms ;nd third party payers do not act as disincentives to
organ transplantation, which can be much more cost effective than
conventional alternative therapies.

At the center of efforts to increase the utilization of
transplantation must be strategies for the promotion of organ
donation. There must be greater focus on educational campaigns.
We must continue broad appeals to our fellow citizens which
heighten their awareness of the need for organs, and we must take
practical steps to insure that their 1ntentioq to donate is

recorded. But these special educational efforts must also be

—be
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extended to physicians, nurses, and health professionals involved
in specialized care units like emergency rooms, shock~trauma
centers, and ICUs. ~ These individuals need to be trained to
{dentify potential donors and to deal effectively with family
" members in emotional turmoil., We believe the progress being made
in organ transplanttion will itself be an important factor in the
promotion of 6rgan donation. We appreciate and believe the
efforts of the Surgeon General, th%ough.hls workshop on "Solid
Organ Procurement for Tfansplantation,” are appropriate and will
greatly enhance educational efforts.

1t is, of course, proper to ask what specific role the
federal government should play in organ donation. There are, in
fact, several very important and needed ways in which the federal
government can participate in the effort to increase organ
procurement. Incentives for organ retrieval must be provided,
the most important of these being an assurance to the family of
the donor. that all hospital costs related to the untimely death
will be covered. We additionally recommend that federal and
privﬁte health insurance programs continue to pay their fair
share of reasonable procurement and distribution costs. The
American Society of Transplant Surgeons. is committed to R
supporting the DRG prospective reimbursement system in order to
achieve better containment of the health care costs that have
eluded us. However, the DRG system as applied to kidney
transplantation may result in inadequate funding of organ
procurement efforts qhich are paramount to any transplantation

effort and therefore prove a disincentive. Organ procurement is
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included as part of the clinical renal transplantation DRG, but
organ procurement is an entirely different process and should not
be considered as part of kidney transplant recipient care. The
failure to have a separate DRG (or other mechanism) for organ
procurement may inhibit procurement because it competes for the
same dollars used for pit!ent care., It is important that we be
assured of a r;asonable organ pro?yrement reimbursement rate that
falls within the guidelines of the DRG system and that
reimbursement procedures in this area be better elucidated. We
‘would also recommend, as a means to improve and increase organ
donation, that hospitals be required‘to establish and develop
donor identification procedures and protocols within their own
institutions. This might be a requirement of certification or a
requirement of hospitals receiving Medicare reimbursement.

Our second major suggeation involves the important role
which the federal government might play in acting as a catalyst
for the development of an assessment program for evaluating
emerging transplant therapies. At present, this process is quite
fragmented., The Medicare program has been given much of the
responsibility, but other responsibility has been assigned to
such agencies as the NIH. Similar fragmentation of
responsibility exists amongst private purchasers of care. A
major impediment to the growth of organ transplantation may well
be the unwillingness of third party payers to cover costs for
services they continue to regard as experimental. We have and
are ‘continuing to experience funding difficulties in heart,

heart-lung, and pancreas transplantation. New successful
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therapeutic approaches in kidney transplantation may go unfunded
for unreasonably long periods of’time. The recent NIH concensus
conference on liver transplantation finally reaffirmed that liver
transplantation was therapeutic, a fact that was already
recognized by some private insurance carriers. We therefore need
a credible peer-review process for making judgments concerning
whether a service is state-of-the-art medical care or '
expefimental, as well as a way to pay for services that need to
be performed at a small number of testing sites. 1In the absence
of such a process, we will surely have inequities and access
limitations, which are not appropriate or defensible.

Our third major suggestion is the following: in order to
assist with the major areas of organ procurement and emerging
transplant technology assessment already enumerated, we would
strongly support the development of a national data-collection
system and organ-sharing program. These are two separate areas,
but éfficiency would be maximized by joining operation. We
believe it would be appropriate for the federal government to
provide funding assistance for this activity. The program could
be administered under the auspices of a board of directors whose
membership would be nonsalaried and appointed by the groups most
involved in these areas, for example, the American Society of
Transplant Surgeons and the NIH, A national coordinated organ-~
sharing system would maximize the placement and utilization of
organs that cannot be transplanted regionally.

A better data-collection system for all transplantable

organs -- kidney} heart, heart-lung, liver, and pancreas -- is
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also essential. Before the advent of the end-stage renal disease
program ten years ago, data regarding outcomes: of transplanted
organs were maintained through the joint efforts of the American
College of Surgeons and the NIH. However, this role was assumed
by others in the administration of the ESRD program and for the
past ten years, despite well-intentioned efforts, there has been
no timely and réliab;evzepo:ting of the collective
transplantation efforts in this country. The American Society of
Transplant Surgeons represents all organ transplantation efforts
in this country, and it would be willing to join with the NIH and
other interested parties in the re-establishment of a reliable
data-collection system, This would not only be important as a
quality control and assurance system, but it would allow
transplaqt surgeons and éatients to be fully informed of
transplantation outcomes and would foster the application of the
more successful transplantation strategies. Most importantly, it
would also provide valuable information to a transplant
technology assessment program which would evaluate emerging
transplantation therapies.

Last but not least, some comments should be made about
additional potential problems for kidney transplantation under
the DRG prospective reimbursement system. As indicated before,
we support this type of system,as a means of achieving cost
containment. We have pointed out a possible disincentive for
organ procurement through this system. But further consideration
must be given to the fact that whereas most disease processes and

therapies have undergone extensive medical and surgical
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partitioning to reach a specific DRG, kidney transplantation with
its many forms and many types of patients has not undergone such
a partitioning and is uniquely considered under a single global
DRG. In other words, hospital reimbursement will be an average
price for the average transplant patient, without regard for risk
category, living-related or cadaver transplantation, or other
cons!derations: This may very well provide a disincentive for
hospitals to transplant those patients who might be most in need
of such transplants, for example, diabetic patients who tend to
do so poorly on dialysis., In addition, this Medicare prospective
reimbursement system makes no allowance for an outpatient drug
such as Cyclosporine, which most patients will probably not be
able to afford, and yet, might singly be most responsible for
improved results from transplanted cadaver organs.

In summary, I have tried to outline the current improved
status of organ transplantation and to indicate the role that the
federal government might play; not only in making this therapy
available to more patients who need organ transplants, but also
in removing impediments which might hinder the advancement of the
field of transplantation., The federal government has a unique
opportunity to help many desperate people survive and live better
lives, Extremely important at this time of cost containment is
that organ transplantation -- kidney, heart, heatt-lung,bliver
and pancreas -- provides a definite cost savings when compared to
alternative therapies under which patients in need of transplants
live.

I would again like to thank the chairman and members of the
committee for this opportunity to share some of our views on

organ transplantation.
~ll-
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Mr. WaxmaN. Thank you very much.

STATEMENT OF FOLKER O. BELZER, M.D.

Dr. BeLzer. Mr. Chairman, I do not have a prepared statement.

I would just like to address a few points as a physician. I person-
ally have been involved in liver, pancreas and kidney transplanta-
tion for the last 15 years. '

I know as a physician that the results at the present time of
transplantation of extra-renal organs, although not perfect, are far
better than to be called experimental. You have heard some of the
frustrations of some of the patients.

Perhaps you can hear some of the frustrations of the physician.
We heard that heart transplantation now carries an 80-percent, 1-
year survival and a 50-percent, 5-year survival, which is better
than we can obtain at the present time for most cancers.

We, in my department, started heart transplantation 8 years ago.
We have several long-term survivors. We had to stop heart trans-
plantation 3 years ago because of the absence of funding.

This was funding only for the hospital, as physician fees were
never charged for these patients. We had a 27-year-old husband of
an X-ray technician die of cardiomyopathy, which is a treatable
disease, as we heard, and as is known, by heart transplantation.

Mr. Waxman, you asked why 300 livers could not be used. Dr.
Stazell is doing a superhuman job, and works about 24 hours a day
in the operating room. '

But he cannot do it alone. I did my first liver transplants more
than 10 years ago for biliary atresia. If I wanted to start a liver
transplant program in my department at the present time, I could
not do this because of inability to get it funded. ‘

My final point is to Mr. Luken. He asked a very important ques-
tion—can we afford transplantation. But nobody looks at hidden
costs outside transplantation. ‘

We recently looked at a young patient with juvenile diabetes who
died at about the age of 28, and we looked over his hospital bills
over the last 5 years while he was admitted for insulin comma, for
stroke, for major amputations of his extremities, all secondary to
his juvenile diabetes, and his total hospital bills over the last 5
years were over $200,000.

It would have been cheaper to transplant this patient prior to his
complications, with a pancreatic transplant, and have him live and
be cured. So I believe strongly the Government should be looking
at ways to fund extra-rental transplants.

If medicare will not pay for it, insurance companies will call it
experimental. We hear the same frustrations of the patients, but
also the frustrations of physicians who are able to provide this
care, but cannot at this time.

Thank you very kindly.

Mr. WaxmaN. Thank you very much, Dr. Belzer.

Is it fair to say the primary reason we have seen an increase of
interest in organ transplants and success in surgery is due to the
development of cyclosporine? _

Dr. SALvATIERRA. In good part, yes, sir, Mr. Waxman.



42

Mr. WaxMAN. For those who do not know, this is a drug that
allows the body to have a transplant without rejecting the trans-
planted organ. ‘

Now that we have this procedure and have much improved
chances for success, I am interested in how many transplants you
anticipate to be performed 5 years from now, let’s say, in 1988—
kidneys, hearts, and livers.

Do you have anK idea what we are looking at down the road?

Dr. Berzer. I think there are different estimates. I don’t think
the numbers will be astronomical. We are lookin% at about 10 to
15,000 kidney trans(;)lants a year, which is double or triple the
number we have to do now.

Pancreatic transplantation will be actually for a few patients.
Most diabetics can do extremely well with insulin. There are a
small number of patients, however, where juvenile diabetes is more
malignant than cancer.

Those patients can only have pancreatic transplantation. Liver
transplantation, the numbers are not absolutely known.

It could be 4,000. It could be more than that. But the numbers
are not going to be astronomical. :

In heart transplantation, again, I don’t believe these numbers
will be astronomical. But for the 27- to 35-year-old patient with car-
diomgopathy, or the young children growing up having had suxfge?
at infancy for congenital heart diseases, who are now reaching end-
stage heart diseases at age 16, those are the patients that should
have heart transplantation. \

Mr. WaxMAN. Why are there more kidney transplants than
heart or liver?

Dr. BeLzer. Probably because kidney failure was the fifth cause
of death. Althouﬁh heart disease is probably the first cause of
death—most of these patients are elderly, die of coronary artery
disease, and probably are not candidates for heart transplants.

Mr. WaxMaN. What about a national computer system to match
organ donors and recipients? Do we need to have a national com-
puter system to do more in this area? :

Dr. SALVATIERRA. Yes, Mr. Waxman; I think we need a better co-
ordinated national effort, not only in respect to organ sharing, par-
ticularly for those organs that cannot be placed regionally, but also
perhaps this might tied in with a data collection system that
might provide us more information about the activity and out-
comes in various areas of transplantation.

Certainly this would be of tremendous benefit to any technologi-
cal assessment program that we might develop to assess these pro-
grams. '

Mr. WaxmaN. Do we need Federal support for central, all-organ
computer system?

Dr. SALVATIERRA. I think we do. :

Just going back a bit, the major problem with transplantation
really relates to the fact of its rapid development.

But with this rapid development of the field, we have found ours
with fragmented services, particularly in the areas of organ pro-
curement as was alluded to earlier despite the fact that individuals
involved in a transplant effort are very committed to transplanta-
tion, and to their patients. ‘
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I think it would be of great benefit if we could bring this togeth-
er in a more coordinated effort and we have tried, on a voluntary
basis to effect this.

But I think we will need some assistance to better achieve the
goals that we are all talking about. o
Mr. WaxMAN. In your statement you suggest there should be a
gradual, planned expansion of the capacity of transplant centers. I
gather what you mean by that is not that we should have every
hospital to the country doing transplant surgery, but that there
should be centers that would have the primary responsibility so
that they would, probably because they are busier transplant cen-

ters, provide better quality of care.

Is that a fair statement?

Dr. SALVATIERRA. Yes.

Mr. WaxmaN. How should the Nation insure that there is an or-
derly expansion of transplant centers? Does the primary burden
rest with medicare or the private insurers as you see it?

Dr. SALVATIERRA. I think it is a combination. It must include a
peer review group.

A peer review group that assures quality of care and adequate
training of personnel that might be involved in that transplanta-
tion effort.

Mr. WaxMaAN. Who should convene that peer review group?

Dr. SaLvaTiERRA. I think it should involve, if I may make the
suggestion, the most interested parties—for example, the American
Society of Transplant Surgeons, and the NIH, in a cooperative
effort could work some of those problems out. ~ '

Mr. WaxmaN. You also indicated in your statement that you be-
lieve the Federal Government should play an important role in de-
veloping an assessment program for evaluating emerging trans-
plant therapies. Why is Federal leadership important in this area?
Why hasn’t the private sector established such a peer review proc-
ess, and could you support legislation to establish a strong Federal
agency to conduct such reviews on an ongoing basis? - ,

Dr. SALVATIERRA. In answer to your latter question, yes. To your
other questions, one of the primary reasons we need such an as-
sessment of technology relates to the distinction as to whether the
therapy being practiced is experimental or therapeutic. ,

Certainly there will be various interested parties involved—the
third-party payers and the practitioners involved in the therapy.

But I firmly believe that such a group, and I cannot indicate to
you where it should be placed, but I thoroughly believe such a peer
review group should exist. '

Mr. WaxmaN. Thank you very much.

Mr. Luken. :

Mr. LUKEN. Gentlemen, it seems to me that we need a break-
through here. Let me suggest—I would like your comments on it as
to where we are. : '

Dr. Salvatierra, in your testimony you say that kidney trans-
plant is no longer considered experimental. : :

“It is clear now that transplants of hearts, livers, and pancreas
for carefully selected patients at qualified centers should no longer
be considered experimental either.”
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That is your testimony. That is not medicare policy. That is not
Federal policy. That is not the policy of the big insurance compa-
nies.

Dr. SALVATIERRA. Right. ‘

- Mr. LukeNn. In other words, the only program we have is a pilot
program, something like 15 patients that have been taken care of.
So there is a dichotomy; there is a big gap between what you are

saying and what we think is the consensus of scientific medical

opinion on the subject as to what our policy should be and what
our policy actually is, is that right?

Dr. SALVATIERRA. Yes; there is a dichotomy, when these ther-
apies can save lives, can alleviate suffering, in comparison to the
more costly alternative therapies that are available, and in the
nonrenal area, you are primarily dealing with terminal care.

In the renal area, yes, dialysis is helpful, does maintain life, but I
don’t think there is anyone who would disagree that renal trans-
plantation would provid); the best quality of life for these patients
and at reduced cost.

Mr. LukeN. Doctor, you can speak authoritatively with renal be-
cause you have so much experience with it, because it is covered; it
is not considered experimental, isn’t that right? -

Dr. SALvATIERRA. That is right.

Mr. Luken. But we had the Montgomeries here who said they
could not even look into the question of whether it would be a fea-
sible thing. In his case, the 35-year-old man, with a heart condition.
We will never know whether it would have been feasible, a viable
* thing for him to have a transplant because they had the disincen-
tive of the $60,000 obstacle in front of them, even though they had
$500,000 of medical coverage. They could not even get up to the
starting point. » :

Dr. SALVATIERRA. Mr. Luken, one of the problems is that these
decisions are primarily being made by the third-party carriers.

Mr. LukeN. That is exactly right, and they are going to do it on a
_ dollars-and-cents basis. : :

Dr. SALVATIERRA. That is right. To call something experimental,
particularly in these areas, when you see the benefits that I think
all of us have witnessed, to call something experimental in these
areas I think is just an excuse not to provide payment.

But, what they don’t realize is that it is actually cheaper to save
lives in many instances. : '

Mr. Luken. We all know who makes policy-in these cases. It is
the third-party carriers, and they work with those who deliver the
care, which is the hospitals, right?

Tﬁ)e hospitals have a good deal today. They work very closely to-
- gether. .

Now, I am going to introduce a statement by the Greater Cincin-
nati Hospital Council. It wasn’t my impression to set them up
when asking them for the testimony, but their testimony, I assume,
is typical of that which we would get from deliverers of health care
across the country.

It is very negative on the subject of making these procedures,
transplants, transforming them from experimental to regular or to
routine. ‘
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As a matter of fact, one of the things that they point out is that
the cost in the renal experience—they are very apprehensive, be-
cause they believe that the renal, end-stage renal experience, the
policy was established by this Congress, I believe, in 1972, and since
then, for example, one of the things they cite is that, in the medi-
care budget for renal procedures, 5 percent of the medicare budget
next year, 1985, will be allotted for 0.2 percent of the patients.

They seem to think that is a disincentive. Is it?

Dr. BeLzer. It is.

Mr. LukeN. Is it one that should stop us?

Dr. BeLzer. There are also 68,000 people alive on dialysis in the
United States at the present time, and about 15,000 or 20,000
people with functioning transplants walking around. That is the
other side.

I might just say that third parties are going to follow the advice
of medicare, and if medicare or the Government calls it experimen-
tal, they will call it experimental and they will follow it right down
to the line. ‘ .

Mr. LukeN. Dr. Salvatierra, what is going on in that area of ad-
vising HCFA, coming up with a decision on this policy?

Can you tell us anfthing much about that?

Dr. SALvaTIERRA. It is difficult to comment on that. Most of the
policies are made by that organization. I think they have sought
good input. Somehow there are problems. I cannot give you a real
explanation, Mr. Luken.

r. LUKEN. Well, there has been a great deal of good work done
by Congressman Gore on the overall problem.

You address significantly, I think, four different points.

One of them was the disincentives, because of policies of Federal
reimbursement. But in your discussion of it, you didn’t get to the
overall policy question, is that right?

You will agree that that is key to opening up a lot of solutions to
all of the individual problems.

Dr. SALVATIERRA. And certainly I think very key—I think there -
are two major areas that probably are the most important of the
number that we have discussed today, and one is organ availability
and the other is reimbursment of extrarenal organ transplantation.
Key to that, and following up from your comments, is that we have
to assure that there are no disincentives to organ donation arid
that we acce]pt organ transplantation that is life-saving and less
g;)?tly than alternative therapies ag therapeutic and nonexperimen-
Mr. Luken. If it is a dollars-and-cents proposition, as with the
Montgomeries, they will never find out whether a donor is availa-

e. . . .
Mr. WaxMaN, Thank you, gentlemen, very much, for being with
us. We very much agpreciate your testimony. ‘

Our next panel this morning consists of three experts on organ
transplant policy. : ' o

Jeffrey M. Prottas, Health Policy Center, Heller School, Brandeis
University; Roger Evans, director, National Heart Transplantation
Study, Battelle Research Center; and Dr. James M. Young,
member, Massachusetts Task Force on Liver Transplantation and:
vice president, Blue Cross of Massachusetts.

28-727 0 - 84 ~ 4



46

toer' WaxMmaN. We would like to welcome you to our hearing
ay.
Dr. Prottas.

STATEMENTS OF DR. JEFFREY M. PROTTAS, SENIOR RESEARCH
ASSOCIATE, HEALTH POLICY CENTER, BRANDEIS UNIVERSITY;
JAMES M. YOUNG, M.D., VICE PRESIDENT AND MEDICAL DIREC-
TOR, BLUE CROSS AND BLUE SHIELD OF MASSACHUSETTS,
INC; AND ROGER W. EVANS, PH.D., RESEARCH SCIENTIST,
HEALTH AND POPULATION STUDY CENTER, BATTELLE HUMAN
AFFAIRS RESEARCH CENTERS ‘

Mr. Prorras. Thank you, Mr. Chairman.

The United States has the largest and the most effective organ
procurement system in the world. Despite this, it has never been
able to meet the Nation’s need for transplantable organs. This
chronic shortfall is likely to increase because advances in medical
techniques are improving the range and effectiveness of organ
transplants.

This shortage of transplantable organs is not the result of a
shortage of potential donors nor of an unwillingness on the part of
the population to donate.

Conservative estimates put the number of suitable donors of ca-
. daveric organs at 20,000 a year; other authoritative estimates go &s
high as 50,000. Last year, somewhat more than 2,600 kidney donors
were found.

Nor is the willingness to donate a primary impediment to in-
creases in available organs. Public opinion polls show that well
over 70 percent of the population support organ donation. More im-
portantly, when families of potential donors are approached a very
high percentage give permission to proceed with the donation.

While improvement in this area is desirable, it is not lack of al-
truism among our people that limits the number of organs availa-
. ble for transplant. The problem lies in our organ procurement
system. Fortunately improvement is obtainable.

.There are approximately 110 organ procurement agencies in the
United States. Under the end-stage renal disease program, these
agencies are totally funded by the Federal Government. Last year
they spent approximately $40 million to obtain about 6,000 kid-
ne'i"is‘, including kidneys obtained from a living donor. '

is organ procurement system is, strictly speaking, a kidney
procurement system as the end-stage renal disease program only
pays for kidney retrieval.

n practice, all organs for transplant are obtained by this nation-
al network. These 110 agencies vary greatly in terms of organiza-
tional structure, size, and effectiveness. If the entire Nation were
served as well as the most effective of these organizations serve
their own regions, the number of available organs would double.-

This improvement can be brought about if there are coordinated
reforms in the national structure of the program and in the operat-
in% l!:raci:ices of the procurement agencies themselves.

e first issue is the regionalization of organ procurement. There
are too many Orfan procurement agencies. As a result, many agen-
cies are too small to operate effectively. A
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In addition, the distribution of agencies across the Nation con-
forms to no sensible pattern. While some areas are underserved,
others have several competing agencies. A single agency services
almost all of New England, another almost all of southern Califor-
nia; yet Washington, D.C., has four agencies, Chicago has six and
Louisiana, four.

It may be that some OPA’s have grown too large to effectivel
service their catchment areas, but it is certain that many OPA’s
are too small to do so. ,

‘Some programs do not, in practice, have a single full-time organ
procurement coordinator; many have only one.

For a task that requires 24-hour-a-day availability, quick re-
sponse to referrals and unrelenting efforts to insure the participa-
tion of hospitals, nurses, and doctors, there are clearly critical
economies of scale. c

Moreover, when several agencies attempt to operate in the same
area, no amount of cooperation can avoid inefficiencies and, in
some multiagency areas cooperation is not always a reality.

_Multiple agencies often mean duplication of preservation and
laboratory facilities and each agency faces artificial constraints on
its choices of community hospitals in which to work.

The solution to this is a reduction of the number of organ pro-
curement agencies and an increase in their average size. The
Nation would be better served if there were only 40 or so large
or%t‘n procurement agencies. '

e second important issue is direction and oversight. Last year
the Federal Government spent about $40 million on kidney acquisi-
tion, yet most organ procurement agencies receive neither direction
nor assistance from the funding agency, the Health Care Financing
Administration. ,

For HCFA, of course, organ procurement is the smallest part of
one of its smaller programs. It is, moreover, a program quite unlike
the others. '

Finally, the majority of orfan procurement agencies are embed-
ded in transplant hospitals. I can say from experience that disen-
tangling their activities and spending patterns from the parent
hospital is time consuming and requires extensive familiarity with
organ procurement issues.

evertheless, some better central oversight of organ procure-
ment is needed.

The goal of such oversight would be twofold: To see to it that na-
tionwide standards were applied as to what is and is not a proper
function of an organ procurement agency and, second, to provide
technical assistance to those agencies whose level of effectiveness
could be improved.

With 110 agencies spread across the country, someone is always
inventing the wheel and someone has always yet to invent it. From
the point of view of effective oversight and assistance there are ob-
vious advantages to a decrease in the number of agencies and to
their location outside of hospitals. ‘ '

Still there are real benefits to be had even if national direction
should proceed without regionalization. :

Last, there needs to be operational reforms within organ procure-
ment agencies. :
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The changes already discussed would lay the groundwork for a
greatly improved organ procurement system but, in the last analy-
sis, only effectiveness at the local level can provide more organs for
transplant. ‘

Elsewhere, I have discussed many of the administrative and
structural changes needed to improve the effectiveness of organ
procurement agencies at the local level. I will not go into those de-
tails here.

For this committee’s purposes, the important point is that
changes at the national level are not only consistent with those
nefgded at the local level but would actually reinforce needed local
reforms. : .

Successful organ procurement is essentially an exercise in medi-
cal marketing. The cooperation of medical professionals in non-
transplant hospitals is the key to success. -

These professionals, primarily nurses in intensive care units and
neurosurgeons, control access to potential donors. For a variety of
reasons, an orientation toward nontransplant hospitals and medi-
cal marketing is easier to obtain if the OPA is large and operation-
allg independent of the transplant hospital and team.

rgan procurement agencies do not work for their local trans-
plant hospital or surgeon. They work for a national program de-
signed to serve a national need. Agencies that recognize this and
are able to act upon it are more professionalized and effective than
are the others.

National direction and regional structure would make it easier
for more agencies to take on that character. Those changes would
not, by themselves, double the available organs, but they would
provide a favorable environment for further improvement in local
capacity. : ‘

Finally, these recommendations would also, as a byproduct, help
alleviate some other difficulties facing our organ procurement
system. In particular, it would increase the system’s ability to deal
with the thorny problem of meeting the rising demand for non-
renal organs.

It also might help reduce the high discard rate, 20 to 25 percent,
of cadaveric kidneys. .

Thank you very much.

Mr. WaxmaN. Thank you very much. :

We have a vote on the House floor. I am trying to find out if this
is going to be followed by a series of vqtes. If it is one vote, we will
go and return. Let's wait a minute.

Why don’t we do this. Dr. Young or Dr. Evans—why don’t we
take a break now for lunch and come back at 1:30. Would that be
possible with your schedule?

Dr. Young. Getting a little tight for me.

Mr. Waxman. Let’s make it 1:15.

Dr. Young. OK. Compromise.

Mr. WaxmMaN. That is what we do here all the time.

We will now break and come back here at 1:15 and we will try to
start promptly at 1:15,

[Whereupon, at 12:30 p.m., the subcommittee was recessed, to re-
convene at 1:15 p.m., the same day.]
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AFTER RECESS

Mr. WaxmaN. The subcommittee will come back to order.
Dr. Young, we would like to call on you at this time and hear
your testimony. _ . .

STATEMENT OF JAMES YOUNG, M.D.

Dr. Youna. I am Dr. James Young, vice president and director of
medical affairs for Blue Cross and Blue Shield of Massachusetts. -

As you know, my State has begun to grapple with complex issues
surrounding the expanding repertoire of expensive new surgical
procedures which are technically feasible, yet are of high risk.

Recently, I served on an expert panel appointed by the commis-
sioner of public health to assess one of these procedures, liver
transplantation. Generalizing from the panel’s work, I would rec-
ommend five guidelines for controlled introduction of costly, com-
plex, and high-risk new procedures.

First, third-party payors should develop standard procedures for
recognizing, on an interim basis, new, complex and costly proce-
dures. The current practice of flatly accepting or rejecting proce-
dures risks either quashing innovation or encouraging premature,
wasteful proliferation of untested techniques.

Instead, we need the flexibility provided by provisional accept-
ance of procedures to be performed in a pilot study for limited
numbers of J:atients. A competent medical technology assessment
group should designate such procedures and set the terms for pro-
visional acceptance. .

I would like to digress a moment from my testimony here to ut;sge
your consideration for the support of section 809 of H.R. 2350,
which will reinstate the funding of the National Center for Health
Care Technology.

The terms and duration of provisional acceptance should allow
for complete evaluation, followed by a decision point as to whether
and for which conditions to recognize the procedure as generally
accepted. If required to initiate the procedure, certificate of need
approval should be limited to the duration of the pilot study.

nd, prudent planning suggests that these procedures be in-
troduced at central sites in appropriately sized regions. Regionali-
zation will assure geographic accessibility without wasteful rivalry
and duplication of resources. It will also facilitate development of a
national network for harvesting donor organs and matching pa-
tients to organs. Perhaps most importantlr, by concentrating com-
plex cases at one site, regionalization will increase the technical
skill of surgical teams. N ’ '

A regional center might well involve a consortium of hospitals
and medical schools, but it should consist of two sur%ical support
teams—for harvesting the donor organ and for implantation. It
would be linked through a single access point to other regions in a
national network; and the consortium should systematically evalu-
ate, and take responsibility for, the cost and quality of all such pro-
cedures in its region. ' ;

‘The a?propriabe region may be a health services area, a State or
5roup of States—depending on the capital intensity of the proce-
ure—the availability of organs, the number of surgical candidates,
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and the willingness of suitable facilities to participate. If it is a
group of States, as seems likely for liver and heart transplantation,
then national planning and Federal guidance would be advisable.

Third, complex procedures require adequate facilities. The re-

ional center should consist of one or more tertiaxg—care general

ospitals with experience in like procedures already in. common
practice. The center should be linked to organ procurement and
other relevant national networks. Of course, the surgeons and sup-
port teams must be trained in the procedure and the hospital must
commit adequate beds and ancillary resources. Finally, the hospital
should make special efforts to control facility costs associated with
the procedure.

- Fourth, we must find a more impartial gatekeeper than the
media. Each region should develop an equitable method of selecting
candidates for the procedure. Eligibility should extend to all pa-
tients considered capable of gaining a substantial benefit from the
procedures, as measured by longevity and quality of life. That is,
eligibility should be based on widel{ accepted medical indicators.
Again, this may require a Federal role in financing:

Fifth, controlled introduction of a new grocedure provides a one-
time opportunity to objectively address the issues surrounding its
full acceptance. Systematic evaluation should be undertaken as
early as is feasible in order to estimate, for various groups of pa-
tients, the risks, benefits, and costs associated with the procedure.
Evaluation should encompass, at a minimum:

First, followup data on clinical outcomes for several years. ,

Second, annual costs for eligible patients who do and do not un-
de’}-%lo the procedure. . '

ird, comparison of actual outcomes and costs against predicted
values based on previous experience.

In closing, I would reiterate the need to closely scrutinize high-
risk new procedures. Those who provide, reimburse, and regulate
medical care share an obligation to foster innovation while protect-
ing patients and controlling costs. This dual responsibility requires
the flexibility of interim or provisional terms for reimbursing new
procedures; it dictates prudent planning for regionalized access and
national coordination; and it demands rigorous evaluation of costs,
risks, and benefits.

In the end, we must weigh the medical and economic evidence
against our social values. To facilitate that process, a representa-
tive national body should be established to consider the evidence
collected by technical experts and to advise whether and on what
terms society should support new procedures. :

Thank you for the opportunity to testify. I will be happy to
answerw\,rour questions.

Mr. Waxman. Thank you very much, Dr. Young, for your testi-
mony. :

We will hear from Dr. Evans.

STATEMENT OF ROGER W. EVANS, PH. D.

Dr. Evans. Mr. Chairman, members of the committee, I would
like to just note that the testimony that I will present will be some-
what abridged from that which I have submitted.
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I have been asked today to consider the financing of organ trans-
plant procedures in the United States.

While I intend to do this, I will also discuss several other issues
which directly or indirectly impact upon the question of payment.

As you are probably aware, I am directing two major studies con-
cerning organ transplantation—they are the national heart trans-
plantation study and the national kidney dialysis and kidney trans-
plantation study.

Both studies are funded by the Health Care Financing Adminis-
tration. The major objective of the national heart transglant study
is to examine the impact of a potential coverage decision on
beneficiaries, the medicare program, and health care providers.

The major objective of the kidney study is to comparatively
assess the quality of life of end-stage renal disease—ESRD—pa-
tients currently being treated by dialysis and transplantation.

In recent months, the financing of organ transplant procedures
has been the subject of both considerable attention and concern.
There have been several highly publicized cases where private in-
surers have refused payment for organ transplants and Federal or
State programs have stepped in to assist the patient.

Donor organ procurement has been the subject of much discus-
sion over the past several months, as it has been here today, but
the financing of organ transplants was specifically excluded from
consideration at both the Surgeon General’s Workshop on Solid
Organ Procurement and the National Institutes of Health Liver
Consensus Development Conference.

Today, however, we must face this issue head on because, all
things considered, payment of organ transplants, in my estimation,
epitomizes the very questions of resource allocation and rationing
which our society must face in the very near future.

We are here today because of the success of organ transplanta-
tion. The survival rates of the recipients of all organ transplants
have improved considerably over the years.

Substantial gains have also been made in areas other than mere
patient survival. In particular, the rehabilitation of most trans-
plant recipients, a highly selected group, compares very favorably
with those of persons who have undergone coronary revasculariza-
tion, and is actually superior to that of renal dialysis patients.

With improvements in patient survival and rehabilitation has
come a substantial increase in the number of transplants per-
formed in the United States and abroad. In calendar year 1982, in
the United States alone, 5,368 kidney transplants were performed,
ul)gn }t::art transplants, 62 liver transplants, and 35 pancreas trans-
p . : o

As I have already noted, however, there is a tremendous dispar-
ity between the need for organ transplants and the availability of
donor organs. Unfortunately, while the data on which estimates of
need and supply have been based are woefully inadequate, I can at
least provide you with some insight into this problem.

The Health Care Financing Administration now estimates that
between 6,000 and 7,000 patients on renal dialysis are awaiting
kidney transplants. Last year, 3,691 cadaveric kidney transplants
were performed in the United States. Depending upon patient se-
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lection criteria, it is now estimated that between 1,000 and 75,000
people are in need of heart transplants.

The American Liver Foundation currently estimates that be-
tween 4,000 and 5,000 people could benefit from liver transplanta-
tion, yet assuming all kidney donors could also have served as liver
donors, only about 1,800 livers would have been retrieved last year.

Dr. David Sutherland estimates that between 5,000 and 10,000
people each year could benefit from pancreas transplants, although
ghere are over 1 million insulin-dependent diabetics in the United

tates.

I think the conclusion that must be reached is clear: The supply
of donor organs will never be sufficient to meet the need. Conse-
quently, not everyone who could potentially benefit from a trans-
plant will do so. Difficult decisions must inevitably be made about
who will benefit. The legal and ethical implications of these deci-
sions are the subject of research in the national heart transplanta-
tion study.

Now let me turn my attention to the cost of transplantation and
the financing thereof. Computing the cost of a transplant proce-
dure is far more complicated than it would first appear. Moreover,
we should view the cost of a transplant procedure as only one part
of the total cost of treating various end-stage diseases—renal, cardi-
ac, and hepatic.

In short, we must recognize that even without a transplant, pa-
tients with end-stage disease are expensive to treat. In other words,
traditional medical management of these patients is not without
cost. In fact, I would argue that the cost of a transplant procedure
must be viewed as the marginal added cost of treating the patient
over and above what would be required to care for the patient oth-
erwise.

Based on the available data I can, nonetheless, provide a range of
costs for kidney, heart, liver, pancreas, and heart-lung transplants.
A kidney transplant is estimated to cost between $25,000 and
$35,000, a heart transplant between $37,000 and $110,000, a liver
transplant between $54,600 and $238,000, a pancreas transplant be-
tween $18,000 and $50,000, and a heart-lung transplant between
$78,000 and $92,000.

There are several factors that account for this rather extreme
range of costs. They include: First, postoperative complications and
length of hospital stay; second, hospital room charges; third, the as-
sessment of surgical fees; and fourth, the availability and use of cy-
closporine.

Room charges vary considerably from hospital to hospital; some
transplant surgeons assess fees and others do not; and cyclosporine
has been shown to reduce the cost of transplants.

Ultimately, I think we must recognize that a true cost savings
can be realized only if a decision is made not to treat patients upon
the diagnosis of an end-stage disease. Once the disease has been di-
agnosed, and palliative treatment efforts initiated, a certain cost is
associated with the disease.

I doubt, however, that many physicians, patients, and families of
patients are willing to sit idle once an end-st%%e disease is recog-
nized, regardless of how dismal the prognosis. This underscores the
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importance of my observation that the cost of a transplant proce-
dure must not be separated from the cost of the disease, itself.

As I have already noted, payment for transplant procedures is by
no means uniform or consistent. We heard that earlier today.

While heart, liver, and pancreas transplants are considered ex-
perimental under the medicare program, kidney transplants are
R'?id for by medicare but are subject to a coinsurance deductible.

edicare is paying for 15 heart transplants under the national
heart transYlantation study.

Nevertheless, several heart and liver transplants have been cov-
ered under various State medicaid %rograms following denial of re-
imbursement by private insurers. Private insurers routinely pick
up the coinsurance portion of kidney transplantation procedures,
but most private insurers, following the lead of the medicare pro-
gram, consider heart, liver, and pancreas transplants experimental.

Dr. David Sutherland, of Minnesota, has informed me that some
private insurers have paid for pancreas transplants, subject to a 25-

rcent coinsurance. Also, some private insurers have paid for

eart transplants subject to a 20-percent coinsurance, while others
choose only to reimburse for a portion of the expenses associated
with heart transplantation.

For example, a claim may be reviewed and the patient reim-
bursed for all expenses considered to be not specifically required
for the transplant. In such instances, the insurer assumes that the
patient would have been hospitalized, anyway, and, thus, for exam-

le, the room charges would be reimbursed. But, in the case of a

eart transplant, a procedure such as an endomyocardial biopsy
would not be covered since this would be considered a purely trans-
plant-related expense.

To meet the expenses associated with a heart or liver transplant,
many patients and families engage in public fundraising efforts.
Many transplant centers now require up-front mouney or assurance
from insurers that a preset amount will be paid before they per-
form a transplant. Thus, in some instances, patients and families
who find the cost of transplant beyond their financial means have
been forced to go public to derive the financial support they need
to gain entry to a transplant program. -

me liver transplant programs require an assurance of as much
as $140,000 up front before they will proceed with a transplant. A
similar requirement is made by several heart transplant programs,
where an expectation of $43,000 to $125,000 is not unreasonable.

While heart, liver, and pancreas transplants are not paid for
under the medicare program, all of these procedures are currently
under review by the Health Care Financin'% Administration or the
Public Health Service's Office of Health Technology Assessment.
The latter agency reviews health care technologies and makes cov-
:_rage recommendations to the Health Care Financing Administra-

ion,

The tremendous disparity between the need for organ trans-
plants and the availagility of donor organs will certainly limit
what might be called the total program expenditures associated
with extrarenal organ transplant procedures. There are simply too
few donor organs available, and people’s attitudes toward donation,
methods currently used to retrieve organs, and the criteria used to
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select donors will continue to constrain the volume of transplant
activity.

At this time, I fear, there is no reason to expect a sudden long-
term increase in the availability of donor organs. Thus, while we
are concerned about, and must continue to concern ourselves with,
the cost of transplantation procedures per se, I doubt that the total
economic burden imposed on the health care system by several
hundred extrarenal organ transplants will be excessive. This is im-
mediately obvious when we consider the fact that there are other
very costly medical conditions that are routinely treated in this
country and are reimbursed for by medicare, medicaid, and private
insurers.

For example, there are numerous neoplastic diseases which are
often treated at great expense and covered, even though the prog-
nosis for patients with these conditions is very dismal.

While donors, financing, and access to care should all be matters
that concern us today, I feel an equally compelling concern about
the financial status of patients following transplantation. We can
speak of medical treatment expenditures, but we should also keep
in mind that not all transplant recipients are able to return to
work and, consequently, become dependent upon various income
maintenance programs such as the social security disability insur-
ance benefits program.

Preliminary results from our research on end-stage renal disease
reveals that 39.0 percent of the kidney transplant recipients in our
study receive income support through the social security pro-
gram—as compared with about 60 percent of the dialysis patients.

Excluding these benefits, about 26 percent of the kidney trans-
plant recipients had family incomes below the one-person house-
hold poverty line.. Once social security benefits are added to the
total family income, this figure falls to 14 percent. In the general
population, about 10 percent of all households have incomes below
the one-person poverty line—$4,620. . :

In conclusion, if I were to stop today and reflect on my own testi-
mony, I think several conclusions are obvious. First, we, as a soci-
ety, and you, as concerned legislators, must be commended for our
unparalleled compassion and our irreproachable intentions to satis-
fy basic health care needs. The problem, however, is that we must
somehow make our compassion consistent with the constraints
within which we live. Human life, indeed, is hypothetically price-

_less, but we cannot deny that significant costs, economic and social,

are incurred to assure our very survival. Thus, we should recognize
the generic nature of the issues we are confronting today. -
[Testimony resumes on p. 68.] _
[Dr. Evans’ prepared statement follows:]
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Mr. Chairman and Members of the Committee:

I have been asked today to consider the financing of organ transplant
procedures in the U.S. While I intend to do this, I will also discuss several
other issues which directly or indirectly impact upon the question of payment.

As you are probably aware, I am directing two major studies concerning
organ transplantation--they are the National Heart Transplantation Study and
the National Kidney Dialysis and Kidney Transplantation Study. Both studies
are funded by the Health Care Financing Administration. The major objective
of the heart transplant study is to examine the impact of a potential coverage
decision on beneficiaries, the Medicare program, and health care providers.
The major objective of the kidney study is to comparatively assess the quality
of life of end-stage renal disease (ESRD) patients currently being treated by
in-center hemodialysis, home hemodialysis, continuous ambulatory peritoneal
dialysis, and transplantation.

In recent months, the financing of organ transplant procedures has been
the subject of both considerable attentfon and concern. There have been
several highly publicized cases wheré private insurers have refused payment
for organ transplants and federal or state programs have stepped in to assist
the patient. This h@s proven to be very con;roversial and it has become
evident that a uniform plan of action does not exist tb deal adequately with

. the finanéing problem.

While the availability of cyclosporine has spurred much enthusiasm within
the transplant community, and given much hope to patients with various '
end-stage diseases, this enthusiasm has been dampened by the lack of two vita!
resources--money and donor organs. Both, unfortunately, are likely to limit

the number of persons who will benefit from organ transplantation.
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Donor organ procurement has been the subject of much discussion over the
past several months, as it has been here today, but the financing of organ
transplants was specifically excluded from consideration at both the Surgeon
General's Workshop on Solid Organ Procurement and the Natfonal Institutes of
Health Liver Consensus Development Conference. Today, however, we must face
this issue head-on because, all things considered, payment of organ
transplants. in my estimation, epitomizes the very questions of resource
allocation and rationing which our society must face in the very near future,
Resources, economic and human, are limited and must be put to the wisest uses
possibie. thus, necessitating prudent decisions about how the health care .
dollar will be spent. I think we can all agree that individuals suffering
from catastrophfc'diseases can no longer be placed at the mercy of the health
care delivery system.

We are here today because of the success of organ transplantation. The
survival rates of the recipients of all organ transplants have improved
considerably over the years. Among patients receiving cadaveric kidney
transplants, it is expected 59 percent will live at least five years. Among
extrarenal transplant recipients, it is now expected that approximately 56
percent of all those receiving hearts will live five years or longer. A
combined gnalysis of liver transplant recipients at four major centers in the

.world reveals that, of those with neoplastic disease, 12 percent will live
three years, while 30 percent of those with non-neoplastic disease will do
so. At Pittsburgh, where the best liver transplant‘results have been
achieved, Dr. Thomas Starzl and his colleagues'predict that, with the use of
cyclosporine, 60% of all liver transplant recipients will live three years.

Dr. David Sutherland and his colleagues at the Un1vérsity of Minnesota, the
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most active pancreatic transplant center in the world, are reporting patient
survival to be 84% at one year with graft survival at about 25%. Or. Stuart
Jamieson and his colleagues at Stanford University Medical Center have
completed 14 heart-lung transplants, of which 11 are still t4ving.

Substantial gains have also been made in areas other than mere patient
survival. In particular, the rehabilitation of most transplant recipients, a
highly selected group, compares very favorably with those of persons who have
undergone coronary revascularization, and is actually superior to that of renal
dialysis patfents. The unspecified rate of rehabilitation among transplant
recipients now approaches 85% for heaﬁt, liver, and pancreas patients, is
about 89% for kidney transplant recipients, and is described as "most
satisfactory” for heart-lung transplant recipients.

With improvements 