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OVERSIGHT OF THE NATIONAL ORGAN PRO-
CUREMENT AND TRANSPLANTATION NET-
WORK

WEDNESDAY, APRIL 8, 1998

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON HUMAN RESOURCES,
COMMITTEE ON GOVERNMENT REFORM AND OVERSIGHT,
Milwaukee, WI.

The subcommittee met, pursuant to notice, at 11 a.m., in the
Alumni Center Auditorium, Medical College of Wisconsin, 8701
Watertown Plank Road, Milwaukee, WI, Hon. Christopher Shays
(chairman of the subcommittee) presiding.

Present: Representatives Shays and Barrett.

Staff present: Lawrence J. Halloran, staff director and counsel;
Anne Marie Finley, professional staff member; Teresa Austin,
clerk; and Cherri L. Branson, minority counsel.

Mr. SHAYS. Good morning. My name is Christopher Shays. I rep-
resent the Fourth Congressional District in Connecticut. My Mid-
west experience found me in college in Illinois, so I have a little
bit of if, if you call that the Midwest in Wisconsin, and to tell you
that I am very excited that our committee is here. This is the first
hearing that we've had on this issue, and we decided to have our
hearing here at the request of Tom Barrett, who serves on the com-
mittee as a very active member, and we'’re going to have a very in-
teresting, I think, and informative day.

I want to first say before I read my statement to you that I come
with no preconceptions, at least 'm not aware that I have pre-
conceptions on this issue. And this is a hearing of Congress. We
swear our witnesses in. The testimony that we will have from this
hearing will lead to potential changes in regulations, potential leg-
islation. It will be referred to other committees, but as all the wit-
nesses know, we swear them in. This is a big deal. And it’s a very
important hearing, and I'm delighted that so many of you decided
to come, and I would like to welcome our witnesses and all of you
who are here as guests.

The people of Wisconsin and the medical institutions serving
them have been leaders in making life-saving organ transplant
safer and more available. As we begin our assessment of current
and proposed organ allocation policies, our Wisconsin witnesses
offer the subcommittee an important perspective. We appreciate
the opportunity to be here today.

How do you ration miracles?

1)



2

With each advance in transplant medicine, the gift of life can be
more widely shared, miraculously transported in a donor’s heart,
lung, liver, kidney, pancreas, or other organ. But the unimagined
possibilities of science and surgical skill remain cruelly bound by
the very real shortage of donor organs. Need already far exceeds
supply. The need is growing far faster than supply.

How can so precious yet so scarce a resource be shared? These
questions confront us today as they did in 1984 when Congress
stepped in to end glaring inequities in organ allocation and passed
the National Organ Transplant Act, NOTA. The act charges the
Department of Health and Human Services, HHS, to ensure an
adequate supply of organs and to oversee a national allocation sys-
tem based on fair, objective factors, not accidents of geography or
wealth. Today, as part of our oversight responsibilities, we ask how
the Department is meeting these important national goals. On both
fronts, organ donation and organ allocation, HHS concedes a lack
of progress against stubborn obstacles. Less then one-third of po-
tential donors contribute. Wide disparities in waiting times be-
tween transplant centers and regions invite gaming of the listing
system, produce inequities for those unable to travel and feed a
perception that the system is arbitrary and unfair.

The Department recently issued two new regulations to address
these issues. The first conditions hospital Medicare participation on
implementation of strengthened donor organ procurement activi-
ties. The second requires the modernization and standardization of
the Organ Procurement and Transplantation Network, OPTN, the
statutorily mandated but privately run association of physicians,
transplant centers, patients, and procurement organizations that
establishes and implements organ allocation policies. Pointing to
the wide variation in waiting times, the Department believes the
current local first policy of distributing organs within relatively
small geographic boundaries artificially constrains broader organ
sharing in the interest of protecting transplant centers, but to the
detriment of patients.

The Department’s call for greater standardization of Medicare
criteria and broader geographic organ sharing has generated con-
siderable concern among transplant physicians, transplant centers
and patients. We will hear many of those concerns expressed by
our witnesses today, to the extent broader organ allocation prac-
tices might work as a disincentive to donate, might diminish pa-
tient outcomes or might increase organ waste. The subcommittee
shares these concerns. Both physical and fiscal realities limit the
reach of any allocation scheme. Yet it appears relatively minor ad-
justments to the current geographic boundaries could produce sig-
nificant benefits for patients in terms of waiting times and access
to a greater number of potentially suitable organs. We look forward
to hearing how OPTN, operator, the United Network for Organ
Sharing, UNOS, plans to address these.

Last month U.S. Surgeon General David Satcher told this sub-
committee that the silent epidemic of Hepatitis-C is destroying the
livers of more than 4 million Americans. HCV is already the lead-
ing cause for liver transplant. Over the next decade and a half
many of those 4 million will need transplants as well. Will there
be enough miracles to meet that national public health crisis?
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To help the subcommittee answer these profound, often con-
troversial questions our witnesses today bring impressive expertise
and passion. We thank them again for their time and insights and
welcome all of them.

At this time I would like to recognize Tom Barrett.

Mr. BARRETT. Thank you, Chairman Shays. And I would like to
welcome you to Wauwatosa and to the Milwaukee area, and I
would like to thank you for agreeing to hold this hearing to review
this important issue.

Mr. Chairman, it is fitting that we are holding this hearing in
Wisconsin. Wisconsin is recognized nationally as a leader in organ
donation and an example of efficient donor recruitment. Transplant
centers in Wisconsin have made organ donation a priority and have
turned their efforts into a successful system of providing organs to
patients with a serious need for them. Despite the efforts of trans-
plant centers like ours in Wisconsin, there remains a dire shortage
of organs nationally. The waiting list of organs grows by 500 names
per month, and more than 3,000 patients each year die while wait-
ing for organs. Clearly the supply is not meeting the demand.

In an attempt to improve their chances for transplantation, pa-
tients sometimes move to a different part of the country or try to
get their names on a recipient list at a transplant center in another
State. In some cases, patients go to great lengths and considerable
expense in order to receive an organ transplant and some patients,
without the resources to fly around the country, remain on the list
at their local transplant center, waiting for an organ to become
available. Sometimes the wait is too long. Today, we will hear from
two witness panels made up of people who have firsthand experi-
ence in how the organ transplant system works. We will discuss
new regulations on organ allocation developed by the Department
of Health and Human Services. These new regulations call for an
allocation system based on providing available organs to the sickest
patients, which I think we would all agree is a noble sentiment,
but as we will hear today, it may not be the most effective means
of distributing organs and improving survival rates. I'm not a doc-
tor, but there are doctors on our witness panels who will speak
about the pros and cons of these new regulations, so I look forward
to that discussion. What is apparent to me is that there is a serious
deficiency in the organ dono: recruitment system in this country.
I understand that HHS is currently developing additional regula-
tions to improve organ donor recruitment nationally. I believe this
is the most important issue facing the transplant system.

Some regions like Wisconsin have been very successful in recruit-
ing donors, but other areas have not been as successful. Without
a commitment to improve donor recruiting nationally, there will be
no significant progress in treating more patients and improving
survival rates. At best, all that will be accomplished with these
new regulations is that the same number of organs will be avail-
able to the same number of patients, but the organs will be distrib-
uted differently.

I believe the system of organ allocation should be fair. I also be-
lieve that the success or failure of any organ donation system de-
pends on the level of donations. I am concerned that these new reg-
ulations may adversely affect organ donation levels and thereby
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jeopardize the well-being of the patients as well as the stability of
some transplant centers.

My concern is if these new regulations with their emphasis on
allocating organs nationally instead of the current system of allo-
cating locally first will force transplant centers to focus their re-
sources on recruiting the sickest patients to get organs instead of
recruiting organ donors to treat their sickest patients. We need to
examine if these new regulations will serve as a disincentive to re-
cruiting donors.

I don’t think Secretary Shalala or the Department intended for
these new regulations to serve as a disincentive, and I don’t think
any transplant centers are out to close the doors of any other cen-
ters. But as we listen to the testimony presented today, we must
keep in mind that transplant centers have a responsibility to re-
cruit donors and that without donors there will be no organs to
transplant. We can hold up Wisconsin as an example of a success-
ful organ donor recruitment program and as a model that other
transplant centers should follow.

Thank you very much.

Mr. SHAYS. Thank you, Mr. Barrett. Let me just get some house-
keeping out of the way and ask unanimous consent that all mem-
bers of the subcommittee be permitted to place any opening state-
ment in the record and that the record remain open for 3 days for
that purpose. I'm going to say 5 days for that purpose and without
objection so ordered.

And I ask further unanimous consent that all witnesses be per-
mitted to include their written statement in the record and without
objection so ordered.

I'm also at the request of Mr. Barrett—our committee does some-
thing a bit unique in Congress. If time permits we are going to in-
vite testimony from the audience. They will not be sworn in, and
we won’t be asking questions, but we will try to provide at least
an hour for some of you who are here as witnesses who might like
to share some comments. So we’re going to try to do that.

And at this time we have six people on the panel. Three are
going to deliver testimony, but all six will participate in responding
to any questions or comments that others have said, and I'm going
to ask the six first to introduce—you're going to go in the order in
which I announce you, and if there’s anyone who’s accompanying
you that is not at the table but might provide some documentation,
we will be asking them to stand up and be sworn as well.

So our first speaker will be Dr. Claude Earl Fox, Acting Adminis-
trator, Health Resources and Services Administration, HRSA,
that’s U.S. Department of Health and Human Services, accom-
panied by Dr. William Raub, Science Advisor to the Secretary at
Hgg, and Marec Smolonsky, who is the Senior Policy Advisor at
HHS.

Our second panel will be Dr. Mark Yessian, Regional Inspector
General, Office of the Inspector General, U.S. Department of
Health and Human Services, HHS.

And our third panel will be Dr. Lawrence Hunsicker, president,
United Network for Organ Sharing, UNOS. And he’s accompanied
by Walter Graham, executive director from UNOS.
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I'd invite you all to stand up to be sworn in, and if there is any-
one else who you think is with you that needs to be sworn in.

[Witnesses sworn.]

Mr. SHAYS. For the record all have responded in the affirmative,
and we will start with you, Dr. Fox.

Dr. Fox. Mr. Chairman, Congressman Barrett——

Mr. SHAYS. Let me just ask a question before—I want to make
sure that the audience can hear. Are you picking up the mics at
the top here in the very back? Are you able to hear? Not as great
as it could be. Is that on? I don’t think yours is on, is it? Is the
switch there? No. OK. This is going to be interesting. I want you
to speak and let’s see how——

Dr. Fox. Mr. Chairman, can you hear me?

Mr. SHAYS. No. Not well. Are we picking it up back there? We
need to resolve that before we start. I find that if the audience
can’t hear, they start to talk, and then we end up with chaos. I do
want you to be happy, but I also want the system to work. Is some-
one here to adjust—OK. Let me just test first, are you able to pick
up—Sir, you in the dead center in the back in the suit. I'm going
to ask you, can you hear me when I speak right now?

VOICE. Yes.

Mr. SHAYS. I meet the test here. Mr. Barrett.

Mr. BARRETT. Can you hear me?

VOICE. Yes.

Mr. SHAYS. OK. When you lean over, he can. OK, now, I'm going
to just test your mic first. Would you speak into it?

Mr. SMOLONSKY. Yes. Can you hear me?

Mr. SHAYS. No, but you're not going to speak—when you’re read-
ing-—just bring the mic a little closer but don’t lean over. It should
pick it up without——

Mr. SMOLONSKY. Is this better?

Mr. SHAYS. Yes. Can you hear that in the back? No. OK. We're
going to have a problem here. We'll resolve it. Sorry. I should have
thought to ask that it be tested. Let me ask you this: Is it a factor
that we have too many mics on? If we turn off some mics, does that
improve the—who is the expert?

VOICE. Tom is adjusting——

Mr. SHAYS. Tom, let me ask you a question. If we turn off some
mics, does that make a difference? I may have to ask you to hold
the mic, which will be an inconvenience, and put it much closer to
you. Now, we'’re trying to get their mics. That’s——

Is that a little better?

Can you hear me? OK. Let me just—I need to have you just pick
it up to see what happens. Can you pick it up in the back when
he does that? Even that is not great. So I'm going to ask you to
do something else. I'm going to ask you to really project a lot loud-
er. OK? 'm going to ask you to speak loud. I'm going to ask—Sir,
as long as you're back there, I'm going to say this to you: If people
in the back cannot hear, I just want you to raise your hand. You
deserve to hear the testimony as well as us, so if I see some hands
going up, I will just ask you to speak up. All righty? OK.

Dr. Fox, we’ll start with you.
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STATEMENT OF CLAUDE EARL FOX, M.D., ACTING ADMINIS-
TRATOR, HEALTH RESOURCES AND SERVICES ADMINISTRA-
TION, U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES

Dr. Fox. Mr. Chairman, Congressman Barrett, were very
pleased to be here on behalf of the Department. As you've already
alluded, Wisconsin has an excellent record in organ donation and
obviously has some of the finest transplant surgeons in the country
and, of course, the breakthrough in transplant technology, the
Belzar solution developed here really has allowed for longer preser-
vation of organs, and so we think this is a very appropriate issue
to discuss here because it obviously affects not only the citizens of
Wisconsin, but citizens all over this country. As you’ve already al-
luded, the National Organ Transplant Act of 1984 created a na-
tional system for organ procurement known as—by its acronym
OPTN, managed under a contract with the Department by the
United Network of Organ Sharing, or UNOS.

HHS has the responsibility to oversee the OPTN and to ensure
that its policies conform to the technologic advances and are con-
sistent with the intent of the statute. Our review indicates that
there are still many challenges to optimal patient care. The great-
est challenge as you already mentioned is the shortage of organs
available for transplantation. About 4,000 individuals died in 1996
while waiting for a transplant that probably would have saved
their lives. The gap between the demand and supply of available
organs is growing and will continue to expand as medical innova-
tions make transplant more and more feasible. Approximately 10
to 15,000 deaths in the United States each year could result in
more viable organ donation, but only about 5,500 cadaveric donors,
about a half to a third of potential organ donors, contribute organs
for transplantation. While the number of cadaveric organ donors
has increased from 4,000 in 1988 to about 5,400 in 1996, the num-
ber of deaths among people on transplant waiting lists has grown.
There were about 1,500 deaths in 1988, and the number jumped
to over 4,000 in 1996.

While some 20,000 Americans received transplants in 1996, more
than 55,000 individuals were on the waiting list, and of those on
the waiting list, 10 people die each day because there are not
enough organs to go around.

The Nation’s failure to obtain optimal donation rates for trans-
plantation is unquestionably the biggest problem facing the trans-
plant community and a concern of the administration. Last Decem-
ber the Vice President announced a nationwide initiative to in-
crease organ donations. This initiative, as you've also alluded, in-
cludes proposed Medicare regulations designed to ensure that
deaths are reported to organ procurement organizations whenever
there is a potential for donation. We are also working with provid-
ers, consumers, organ procurement organizations, and tissue
banks, and hospitals to develop the final regulation. The proposal
is based on approaches that have been successful elsewhere, and in
Pennsylvania organ donations have increased dramatically under a
State law that requires reporting of deaths to OPQ’s. The Depart-
ment estimates that the number of donations nationwide could in-
crease by as much as 20 percent over the next 2 years after the
final publication of the rule. Although the country’s mixed record
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on organ donation is our primary concern, there are other ques-
tions that pose concerns for the Department. How do we ensure
that orfans are allocated fairly and with sufficient efficiency that
available organs are used to prolong the lives of people in the
greatest need? How do we guarantee that the OPTN operates pri-
marily in the interest of patients?

Our best answers to these questions are contained in the new
regulations for the OPTN which were published last week. There
are six principles that underly the regulations. First, that trans-
plant patients are best served by an organ allocation system that
functions equitably on a nationwide basis.

Second, that the Secretary of HHS should represent the public
interest by setting broad goals for the OPTN and by overseeing
OPTN policy development and operation with a view toward ensur-
ing that the goals being addressed are done so in a reasonable
manner,

Third, that the OPTN must exercise leadership in performing its
responsibilities under the Transplant Act, in particular by devising
specific policies assigned under the regulations and by adapting its
policies and procedures to reflect the changes in medical science
and medical technology.

Fourth, that organs be equitably allocated to all patients, giving
priority to those patients in most urgent medical need of transplan-
tation in accordance with sound medical judgment. And I empha-
size that last phrase. And, fifth, that thorough, timely and easy to
use information about transplant centers, including center-specific
performance data is essential for measuring the quality of care and
should be readily available to help patients and physicians in
choosing transplant centers. And, finally, potential conflicts of in-
Berest should be minimized for those who are responsible for the

The statute that created the OPTN requires the Secretary to pro-
vide timely information to patients, families and physicians about
transplantation. We think that current OPTN policies make it im-
possible to fulfill this requirement because the Department has
been denied current and thorough information. Under existing poli-
cies, for example, we can’t provide Americans with current 1-year
survival rates for patients and organ grafts. We can’t compare the
performance of transplant programs, and the data available to pa-
tients today is 4 years old and so out of date that in many in-
stances not usable. Given that the data made public is outdated
and incomplete, patients and their doctors cannot review the per-
formance of prospective transplant programs. And we find this sit-
uation unacceptable and seek to obtain timely, useful data for pa-
tients through the pending regulation.

The regulation also addresses the issue of broader sharing of or-
gans and intends to spur a debate within the OPTN about the suit-
ability of the local-first policy that’s currently in place for the allo-
cations of organs. We believe that there is solid evidence that the
current system is unfair and that patients may be dying unneces-
sarily because they happen to live in the wrong place at the wrong
time. Secretary Shalala believes that everyone in need of a trans-
plant should have equal access to an organ regardless of where
they live or list. We believe broader sharing of organs will reduce
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current geographic inequities in the OPTN. Qur view is supported
by prominent and enumerous medical authorities and experts who
have proposed broader sharing of donated organs. For example, ac-
cording to the AMA’s Code of Ethics, “Organs should be considered
a national rather than a local or regional resource. Geographic pri-
orities in the allocation of organs should be prohibited except when
transportation of organs would threaten their suitability for trans-
portation.”

The OPTN we feel has not met the mandate of the statute that
created it. The allocation system is not fair nor is it a national net-
work. By allocating organs primarily at the local level, OPTN poli-
cies give the sickest patients a substantially lower chance of being
properly matched to a suitable organ. Current OPTN policies create
enormous geographic disparities in the time patients must wait to
receive transplants.

For example, based on the latest data, if you live in New Eng-
land and need a kidney transplant, you'll wait as long as 3 years,
but in the upper portion of the Southeast, a patient in need of a
kidney transplant will wait as little as 200 days.

The Department recognizes that there is tremendous controversy
over the subject of organ allocation. We understand that there is
division in the transplant community about the distribution of or-
gans and that while many want the current system changed, others
do not. The OPTN must not be so paralyzed by controversy and di-
vision that it does not act to change a system that we think is un-
fair to patients and that may be allowing patients to die unneces-
sarily. Through the pending regulation the Department we believe
is putting patients first. What is best for patients in our view over-
rides concerns about the individual needs of transplant centers,
whether they be large or small.

In its pursuit of justice for patients, the Department does not in-
tend to substitute its own medical judgment for the judgment of
the members of the OPTN. Although the pending regulations re-
quire changes in current allocation policy, the regulation does not
contain a specific policy. The regulation leaves it to the OPTN to
perform the policy and present its recommendations to the Sec-
retary. I reiterate HHS will not be setting any new allocation pol-
icy. It’s up to the medical experts of the OPTN to set the new pol-
icy. We ask only that the policies conform to the three basic per-
formance goals.

One, that the criteria for placing patients on waiting lists be
standardized. Two, that criteria for determining medical status of
patients be standardized. And, three, that medical urgency, not ge-
ography, be the main criteria for allocating organs.

I've described what the pending regulations will do. Now let me
tell you what the regulations will not do. We believe the regula-
tions will not adversely affect patients who are on waiting lists at
the time it takes affect. There is a transition provision allowed in
the regulations. The regulation states that no one currently on a
waiting list will be disadvantaged by changes in the allocation pol-
icy. The regulation will not deprive any locality of organs. Broader
sharing we believe will mean that patients have more access to or-
gans, not less. Our goal is that patients be better off as a result
of the policy reforms.
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I'd like to conclude by saying that the Department has solicited
widespread public comment on this regulation. It was published as
an NPRM in 1994, and we received extensive public comments in
the process. In December 1996, the Department conducted 3 days
of public hearings on issues pertaining to the regulation. Everyone
connected with the transplant community from patients to sur-
geons was invited to testify. The pending regulation also has a 60-
day public comment period and a delayed effective date. Should the
Department learn anything during the public comment period that
required change, the effective date of the regulation can be delayed
further to accommodate these changes. We encourage public debate
on the regulation, whether it be at a hearing like this or within the
confines of the OPTN.

Thank you very much for the opportunity to be here, and I look
forward to answering any questions you might have.

Mr. SHAYS. Dr. Fox, thank you. This is a nice way to introduce
tlf;e issue, and I appreciate you putting all those issues out in front
of us.

[The prepared statement of Dr. Fox follows:]
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Mr. Chairman and members of the Subcomumittee, thank you for inviting the Department of
Health and Human Services to participate in this very important hearing on national organ
transplantation policy. I am Doctor Claude Eard Fox, Acting Administrator of the Health
Resources and Services Administration. ] am accompanied by Doctor William Raub, the
Secretary’s Science Advisor and Marc Smolonsky, Senior Policy Advisor in the Office of the
Assistant Socretary for Legislation.

We are delighted to be here in Wisconsio, a State with an outstanding record of organ dopation.
Wisconsin has some of the finest transplant surgeons in the country. And one the great
breakthroughs in transplant technology, the Belzar UW solution, was developed in Wisconsin.
This is an appropriate issue for discussion here or anywhere elsc in the United States, because

organ transplantation policy affects all Americans, regardless of where they live.

As you know, the National Organ Transplant Act of 1984 created the nat‘onal Organ
Procurement and Transplantation Network, commonly known by its acronym, OPTN. The
OPTN is managed under a contract with the Department by the United Network for Organ
Sharing, or UNOS. The Act was amended twice, in 1988 and 1990, each time with language
clarifying that the OPTN should direct an equitable nationwide distribution of organs. In the
construction of a national organ allocation network, Congress recognized that there is a shortage
of organs available for transplantation, and that the shortage was likely to continue into the
foreseeable future. Congress further recognized that medical urgency and equity should be the
main criteria for access to available organs and that no one should be allowed 10 unfairly game
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the system.

Prior to passage of the National Organ Transplant Act, the distribution of organs was often
unfair. Wealthy people or persons with special connections reportedly were able to manipulate
the system so that they reocived organ transplants instead of people who were sicker and had
been waiting far longer. Patients from foreign countries sometimes received life-saving
transplants while Americans died. After hearings and media reports had confinned many of these

allegations, Congress acted swiftly to establish a national system.

1 am pleased to report that the system envisioned by Congress works very well. It is a much more
efficient and equitable system than what existed prior to its creation. It has allowed dedicated
surgeons and organ procurement professionais, and many others who work with them, to
routinely save lives in cases where death would have been certain only twenty years ago. It has,
tonverylxg:cemgeﬁmmmedthekindsofab\mdmocaumdbefmpamgeoﬁhc 1984

law.

HHS has the responsibility to oversee the OPTN to ensure that its policies conform to
technological advances and are consistent with the intent of the statute. Our reviews indicate that
there are still many challenges to optimal patient care. The greatest challenge is the shortage of
organs available for transplantation. About 4,000 people died in 1996 while waiting for a
transplant that probably would have saved their lives. The gap between the devoand and supply of
available organs for transplantation is growing, and will cootinue to expand as medical

2
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innovations make transplantation an option for more and more patients.

Approximately 10,000 to 15,000 deaths in the Unitad States each year could result in viable
organ donation. But only 5,500 cadaveric donors, onc half to one third of potential organs,
contribute organs for transplamation. While the number of cadaveric organ donors has increased,
from 4,084 in 1988 to 5,417 in 1996, the number of deaths among people on organ transplant
waiting lists has also grown. There were 1,507 deaths on the waiting list in 1988, a number that

jumped to 4,022 in 1996.

Some 20,000 Americans received organ transplants in 1996, but more than 55,000 people were
on the waiting lists. Of those on tbe waiting lists, ten people will dic cvery day, mainly because

there are not enough organs to meet their needs.

The Nation’s failure to make optimal use of available organs is unquestionably the biggest
probiem facing the transplant community. Addressing the shortage of organs is a priority of this
Administration. Last December, the Department announced a nationwide initiative to increase
organ donations. The initiative is focused on known basriers to donation by creating a national
partnership of public, private and volunteer organizations. The partnership emphasizes the need
1o share persopal decisions on organ donation with one’s family. Even if an individual agrees
during his or her lifetime to be an organ donor, the agreement is not always honored without
family consent. As part of the initiative, HHS convened a conference on best practices last week,
with experts from throughout the country discussing successful solutions for increasing organ

3
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donations.

The initiative includes proposed Medicare regulations designed to ensure that deaths are reported
morgnnpmcmmorgminﬂomwhenmthcmisp&mﬁdfordomﬁmm{stmﬂdng
with providers, consumers, organ procurement organizations, eye and tissue banks and hospitals
to develop a final regulation. The proposal is based on approaches that have been successful in
other arcas. For example, organ donations increased dramatically in Pennsylvania as the result of
a state law that requires the reporting of deaths to organ procurement organizations. The
Department estimates that the number of donors nationwide could increase by 20 percent within

two years of the publication of a final rule.

Organ procurement is on¢ of the most sensitive issues in American society. Asking a family to
donate an organ from a loved one who just died is a wrenching task, which is done most
effectively by people who are trained organ procurement specialists. There are many heroic
individuals who are in the business of saving lives every day by convincing people to donate

organs. But as a nation, we must do a better job.

Although the country’s mixed record on organ donztion is owr primary concem, there are other
problems that pose vexing questions for the Department. How do we ensure that organs are
allocated fairly and with sufficient efficiency that available organs are used to prolong the lives
of people in the greatest need? How do we guarantes that the OPTN operates primarily in the
interests of patients? Our best answers to these questions are containad in the new regulations for

4
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the OPTN, which were published last week.

Six principles underlie the regulation:
1. Transplant patients are best served by an organ allocation system that functions

equitably on a nationwide basis.

2. The Secretary of Health and Human Services should represent the public interest
by setting broad goals for the OPTN and by overseeing OPTN policy development and
operations with a view toward ensuring that the goals are being addressed in a reasonable

mMAnner.

3. The OPTN must exercise leadership in performing its responsibilities under the
National Organ Transplant Act, in particular by devising the specific policies assigned
under the regulations, and by adapting its policics and procedures to changes in medical

science and technology.

4. Organs should be equitably allocated to all patients, giving pricrity to those
patients in most wgent medical need of transplantation, in accordance with sound
medical judgment.

S. Thorough, timely, and easy to us¢ information about transplant centers, including
center-specific performance data, is essential for measuring quality of care and should be

5
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readily available to help patients and physicians in choosing among transplant centers.

6. Potential conflicts of interest should be minimized for those who are responsible

for operation of the OPTN.

The statute that created the OPTN requires the Secretary of Health and Human Services to
peovide timely information to patients, their families, and physicians about transplantation.
Current OPTN policies make it impossible to fulfill this requirement because the Department has
been denied current and thorough information. Under existing policies, for example, we cannot
provide Americans with the current one-year survival rates of patients and organ grafts. We
cannot compare the performance of transplant programs. Data available to patients today is four
years old, so it is out of date. Given that the data made public is outdated and incomplete,
patients cannot review the performance of respective transplant programs. We find this situation

unzacceptable and seek to obtain timaly useful data for patients through the pending regulation.

The pending regulation also addresses the issue of the broader sharing of organs and intends to
spur debate within the OPTN about the suitability of the current Jocal-first policy for the
allocation of organs. We believe there is solid cvidenoe that the current system is unfair and that
patients may be dying unnecessarily because they happen to live in the wrong place at the wrong
time. Secretary Shalala believes that everyone in need of a transplant should have equal access to

an organ, regardless of whete_tbzy live or list.
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We believe broader sharing of organs will reduce current geographic inequities in the OPTN. Our

view is supported by numerous prominent medical authoritics and experts who have proposed

broader sharing of donated organs. For example, Dr. Lawrence Hunsickes, the current President

of the United Network for Organ Sharing, said in 1986:

“In principle, and to the extent technically and practically achicvable, any citizen or
resident of the United States in need of a transplant should be considered as a potential -
recipient of cach retricved organ on 2 basis equal 1o that of a patient who lives in the area
where the organs or tissues are retrisved. Organs and tissues ought to be distributed on

the basis of objective priority criteria, and not on the basis of accidents of geography.”

According to the American Medical Association's Code of Medical Ethics:

“Organs should be considered a national, rather than a Jocal or regional resource,
Geographical priorities in the allocation of organs should be prohibited except when
transportation of organs would threaten their suitability for transplantation.”

In 1991, the HHS Inspector General reached the following conclusion:

*...current organ distribution practices fall short of congressional and professional
expectations,” and that “there has been substantial progress in developing a national
ofgan distribution system grounded in uniform policics and standards. However, organ

7
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distribution remains...confined primarily within the individual sarvice areas of the...Organ
Procurement Organizations.”

In passing the National Organ Transplant Act, Congress clcarly intended that the OPTN act asa -
pationwide system, free of geographic bias. In 1990, when Congress amonded the statute to
emphasize the importance of a truly national allocation system, the Senate reported, “because the
demand for transplantable organs is expected to continue to be considerably greater than the
supply, a fair and equitable argan sharing system is critical to the firture of a national transplant
program that the public will support.”

The OPTN has not met the mandate of the statute that created it. The allocation system is not
fiair, nor is it a national network. By allocating argans primarily at the local Jevel, OPTN policies
give the sickest patients a substantially lower chance of being promptly matchod to & suitable
organ. Current OPTN policies create enormous geographic disparitics inthe_time paticnts must
wait to receive transplants. For example, based on the latest data, if you live in New England and
need a kidney transplant, you will wait as iong as three years. But in the upper portion of the

southeast, a patient in need of a kidney transplant will wait as little as 231 days.

We find the disparity in waiting lists across the country to be unacceptable. Americans in need of
organ transplants will live or die on the basis of where they live. The policy that allows this to
happen is contrary to the intent of Congress and in violation of the American Medical
Associstion’s Code of Ethics.
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It would be illegal to deny an organ to patients because of their race, gender, and in the caso of
suitable transplant candidates, their age. Yet organs are denjed to patients because of where they
live. Geographic discrimination is no better than any other sort of discrimination. R is flat out
wrong and should no longer be tolerated.

The Department recognizes that there is tremendous controversy over the subject of organ
allocation. We understand that there is division in the transplant community about the
distribution of organs, and that while many want the current system changed, others do not. The
OPTN must not be so paralyzed by controversy and division that it does not act to change a
sysmmthnkmﬁ_irtoplﬂmu,mdthnmaybeaﬂowingp.ﬁmbdiemwmﬂyﬂhwgh
the pending regulation, the Department is putting patients first. What is best for patients, in our
view, overrides concerns about the individual needs of transplant centers, whether they be large

or small.

In its pursuit of justice for patints, the Department will not substitute its own medical judgment
for the judgment of transplant professionals. Although the pending regulation requires changes in
current allocation policy, the regulation does not contain & specific policy. The regulation leaves
it to the OPTN to reform the policy and present its reccommendations to the Secretary. | reiterate,
HHS will not be setting any new allocation policy; it is up o the medical experts of the OPTN to
set the new policy. We ask only that the policy conform to three besic performance goals: One,

that criteria for placing patients on waiting lists be standardized; two, that criteria for determining
medical status of paticnts be standardized; and three, that medical urgency, not geography, be the

9



19

wmain critesion for allocating organs.

The OPTN agrees with the first two performance goals. In fact, the network is already working
toward those aims. It is the third performance goal, the onc that is designed to end discrimination
in the allocation system, that the OPTN is struggling with. But [ am confident that if the OPTN
puts paticats first and pushes the individual concerns of transplant centers to the side, it will

accomplish this goal as well.

I have described what the pending regulation will do. Now et me tell you what it will not do.
The regulation will not adversely affect patients who are on waiting lists at the time it takes
effect. The regulation states that no one currently on a waiting list will be disadvantagsd by
changes in the allocation policy. The regulation will not depeive any locality of organs. Broader
sharing will mean that patients have more access to organs, not less. Our goal is that all patients
be better off as a result of policy reforms.

1 will conclude by saying that the Department has solicited widespread public comment on this
regulation. It was published as an NPRM in 1994, and we received extensive plfbliceommentsin
response. In December 1996, the Department conducted three days of public hearings on issues
pertaining to the regulation. Everyone connected to the transplant community, from patients to
surgeons, was invited to testify. The pending regulation has a 60-day public comment period and
a delayed effective date. Should the Department leam anything during the public comment
pexiod that requires change, the effective date of the regulation can be delayed further to

10
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accommodato the changes. We encourage public debate on the regulation, whether it be at a
hearing Like this one or within the confines of the OPTN.

Thank you for the opportunity to testify. I will be pleased to answer any questions you may have.

1
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Mr. SHAYS. Dr. Yessian.

Dr. YESSIAN. Good morning.

Mr. SHAYS. Good morning. I'm sorry to ask you to take that out,
but I'm assuming we are able to hear in the back, maybe not as
well as we'd like, but you are able to hear?

Dr. YEssiaN. How is this?

Mr. SHAYS. You've got to talk a little louder. You want to get a
little more wire there and just give yourself a little more flexibility.
Thanks.

Dr. YEsSIAN. Good morning, Mr. Chairman and——

Mr. SHAYS. Good morning.

STATEMENT OF MARK YESSIAN, PH.D., REGIONAL INSPECTOR
GENERAL, OFFICE OF THE INSPECTOR GENERAL, U.S. DE-
PARTMENT OF HEALTH AND HUMAN SERVICES

Mr. YEssiaN. Congressman Barrett. It’s a pleasure to be here
this morning and to testify before you. I'm Mark Yessian. I'm the
Regional Inspector General of the U.S. Department of Health and
Human Services.

Our work in this area of organ allocation systems has led us to
focus, to emphasize two important points about how those systems
should operate. One is that they should focus on equity among pa-
tients, not among transplant centers. And, two, that they focus on
common medical criteria, not the circumstances of a patient’s resi-
dence or transplant center affiliation.

Our work in this area—my testimony this morning is based on
a report that has had a pretty good shelf life for Government re-
ports. It’s 7 years old, but we think it’s relevant to today’s discus-
sion. That report focused on expectations and practices of organ al-
location systems. It concentrated on kidneys because back in 1991
about 81 percent, I think 84 percent of those awaiting a transplant
were awaiting a kidney transplant. I think that percentage would
be more like two-thirds now.

A few quick highlights from that study that are most pertinent
to today’s——

Mr. SHAYS. Let me just tell you, we want your testimony in the
record and you have about 10 minutes, so feel free.

Dr. YessiaN. OK. We found looking back at the congressional
trail of legislation here and after a lot of discussions with a lot of
the professional leaders in the field we identified three major sets
of expectations governing all the organ allocation. One is that there
be an equitable system with each person on a transplant list hav-
ing an equal opportunity to receive a transplant subject to estab-
lished medical criteria. Second point is that it be a national system
based on uniform policies and standards. And the third is that it
be a system based on cooperation, cooperation focused on doing
what is best for the transplant patients that are on those waiting
lists. In each case we found that the actual reality, the actual prac-
tices fell well short of these congressional expectations.

Let me take the issue of equity first. We found at that time that
for patients awaiting a kidney, a cadaver kidney transplant we
found widespread variation not only among regions and service
areas, but among transplant centers. From as low as 1 month,
one—median of 1 month waiting list at one center to as much as
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6 years at another. Even more profound than that we found major
differentials according to race. And that’s why this report got an
awful lot of attention at the time, mainly because of this finding.
And we found that blacks tended to wait twice as long as whites
for a first cadaver kidney transplant and that this differential held
even when we took a blood type, age, and sensitivity level into ac-
count.

The second expectation, a national system. We found that the
way the system operated was a long way from operating in the
sense of being a national system in accord with uniform criteria
and standards. In fact, organ allocation was heavily controlled and
heavily influenced by individual transplant centers, not the organ
procurement organization and not even the Organ Procurement
Transplantation Network. The individual centers at that time had
substantial influence on the equal allocation decisions.

The third issue of cooperation. Among transplant centers and
many transplant professionals we found a strong sense of local
ownership toward organs that we found really impeded the devel-
opment of an equitable national system for distributing organs.
One manifestation of that at the time was what was called keep
one, share one arrangements whereby the team going out and pro-
curing a couple of kidneys would get to keep one for their own cen-
ter and another one would go into the common pool to be distrib-
uted often on the basis of a rotational arrangement among the cen-
ters, not a patient-based equity system.

The mismatches between expectation and reality led us to make
a number of strong recommendations at the time. Perhaps the one
that was most important was our recommendation that—and these
were directed to our Department of Health and Human Services,
and we had a recommendation that each Organ Procurement Orga-
nization be required to establish a single unified list of patients
awaiting transplantation and that they distribute organs to pa-
tients on a first come, first serve basis subject to established medi-
cal criteria.

We also, I might note, had a recommendation that when a pa-
tient gets on a list can make all the difference in the world and
how fair the first come, first serve system is we emphasized a need
at that time, 7 years ago, for practice—

Mr. SHAYS. Could you turn the mic this way rather—yeah, that
way.

Dr. YEssIAN. Can you hear me OK? OK. Sorry. We emphasized
the need at that time for practice guidelines geared to the issue of
access to waiting lists in the first place.

Since our report there has been progress in dealing with some of
the gaps that we've talked about, yet it’s clear also that there’s
room for much further progress as these wide differentials among
transplant centers waiting times indicate. With three times as
many people now awaiting a transplant as was the case when we
did our study—there were 20,000 on the list, national list then,
only 7 years ago. There are about close to 60,000 now. We believe
this growth, this increased scarcity makes it even more crucial that
there be close accord between practices and expectations as we’ve
defined them and that there be publicly accountable guidance on
how best to deal with this situation.
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The performance goals that Dr. Fox issued that are reflected in
the HHS rule that was announced earlier this year on March 26
move in the direction of our findings and recommendations as we
set those forth in that 1991 report. It remains essential, we believe,
Mr. Chairman, that we continue to move in developing organ allo-
cation systems that are grounded in equity among patients, not
among transplant centers and that focus on common medical cri-
teria, not the circumstances of a patient’s transplant center affili-
ation or the patient’s residence. Thank you.

Mr. SHAYS. Thank you, Doctor.

[The prepared statement of Dr. Yessian follows:]
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Good morning. I am Mark R Yessian, Regional Inspector General for Evaluation and
Inspections in the U.S. Depastment of Health and Human Services (HHS). | am pleased to

testify at today's hearing on the effectiveness of organ allocation practices.

Our work in this area has led us to call for an organ allocation system that focuses on: (1)
equity among patients, not among transplant centers, and (2) common medical criteria, not the

circumstances of a patient’s residence or transplant center affiliation.

I will concentrate my testimony on & report we issued 7 years ago. That report is relevant to
today's discussion because it makes the case for 8 more equitable organ allocation system that
is based on common medical criteria. The HHS rule issued on March 26, 1998 moves in a2

direction that is responsive to the thrust of our findings and recommendations.

Background on the Report

Our 1991 report is entitled “The Distribution of Organs for Transplantation: Expectations and
Practices,” and is attached. It was issued at a time when the national transplant waiting list had
grown to more than 20,000 people. That was less about one-third of the current level, but was
large enough to heighten concerns about the fairness of practices being used to allocate

donated organs for transplantation.

Aunss Ressurces Ssbcenmmittes Apri 8, 1998
Hewm Gevermmant Reform and Oversight Committos Poge 1
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In the report, we focused on the organ distribution process, from the point that a cadaver organ
is procured to the point that it is transplanted. We concentrated on the distribution of kidneys
because at that time about 84 percent of those on transplant waiting lists were swniting 2
kidney transplant.  When our report was issued in 1991, the Medicare program had just
recently covered liver transplants for adults and had certified only 20 liver transplant centers in

the country.

The basic purposes of our inquiry were threefold: (1) to clarify expectations governing organ
distribution practices in the United States, (2) to determine the extent to which actual practices
were in accord with expectations, and (3) to offer recommendations that facilitated closer
accord between expectations and practices. We recognized the sensitivity of the issues under
examination and gave great emphasis to the presentation of objective, factual information that

could contribute to constructive policymaking.

Our methodology was based on four major lines of inquiry: (1) a statistical analysis of & data
base consisting of all individuals who were waiting for or received their first kidney transplant
between October 1, 1987 and March 31, 1989; (2) case studies of organ procurement
organizations and affiliated transplant centers in California, Florida, Wisconsin, and
Peansylvania; (3) a review of key literature and Federal documents; and (4) interviews with
representatives of national organizations involved with organ transplantation, government

Bunm Resswrces Sehosmmitaos Aprd 8, 1998
Boame G. Rafers and Oversight Coanmits Tage 2
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In the sections below, I will present the three sets of expectations governing organ allocation
that we found were held by Congress and professional leaders. In each case, I will then
contrast the expectation with the actual practices that we found to be operative at the time.
Finally, I will review the recommendations we offered and their relevance to the current HHS

rule.

Expectations

An Equitable System, With Each Person on a Transplant Waiting List Having an Equal

Opportunity to Receive 2 Transplant Subject to Established Medical Criteria.

There is a clear trail of congressional and professional expressions that provide the foundation
of this expectation. The National Organ Transplant Act of 1984 specified that an Organ
Procurement Organization (OPO) must “have a system to allocate donated organs among
transplant centers and patients according to established medical criteria.” In an accompanying
report, the Senate Labor and Human Resources Committee added the following: “An equitable
policy and system is necessary so that individuals throughout our country can have access to

organ transplantation when appropriate and necessary.”

Two years later, the Task Force on Organ Transplantation, established by the 1984 legislation,

defined this expectation more specifically, as follows:

Humss Repowrces Sebcommitins April 8, 1998
Houwse Gevernment Refons sad Overnight Committos Page3
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The Task Force recommends that selection of patients both for waiting lists and for
allocation of organs be based on medical criteria that are publicly stated and fairly
applied. The Task Force also recommends that the criteria be developed by a broadly
representative group that will take into account i ANEENUTINENTNUNE
Selection of patients otherwise medically qualified should be based on length of time on

in 1988, amidst some concerns that its initial expectations concerning equity were not being
dhered to, Congress amended the 1984 legislation to clarify that in allocating organs
woording 1o established medical criteria, an OPO must focus strictly on the allocation among
patients, not transplant centers. In an accompanying report, the House Committee on Energy
wnd Commerce urged the HHS Secretary to monitor the allocation of organs closely to make
sure that allocation schemes remain based on equity among patients, sSSVEISHINESPER

.

In the 1984 legislation, Congress did single out one group that it felt needed special attention if
it were to receive a fair opportunity for a transplant. In calling for the Organ Procurement and
Transplantation Network (OPTN) to develop “s national list of individuals who need organs”
and 3 “national system . . . to match organs and individuals on the list,” it indicated that
particular attention should be given to “individuals winssisssunsoysnmasiwnislitiaibfos,

them to receive organs.” In calling for this special attention to highly sensitized individuals, it

Bens Resercs Ssbcommittes Api g, 1958
Bouse Goverument Reform snd Oversight Cosmmittes Page 4
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implicitly recognized that for these individuals, the opportunity to receive s medically suitable
organ increases as the size of the available pool of donoes increases.

A National System Adhering to Uniform Policies and Standards.

Congress called for the OPTN 1o establish one nationwide tist of individuals swaiting
transplantation and a “national system” that would allow for donated organs to be quickly
matched with medically suitable candidates on that list. Yet, it did not mandate national
distribution per se. It specifically stated that a national list and a national system could be
established in regional centers instead of one central location.

The Task Force, in its final report, reinforced the importance of a national system with
Sifenaslisissssdmadeniobibiohnlinsliitiy ~ The Task Force noted that while
diverse practices and protocols were to be expected during the pioneering years of
transplantation, “at this point in the evolution of organ transplantation, sufficient data have
been developed to allow for the establishment of quuuiiNININRIIRNNES (This
observation was 12 years ago, in 1986.)

A Cooperative System Based on the Best Interests of Patients Waiting for

Transplantation.

Bsmss Resowress Subcommition Aprd 8, 1998
Boewe Governmant Reform and Orvarvight Commitios Page$
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This expectation is obvious enough. But it is important to set forth because cooperation
among diverse parties is so integral to the transplant field. From the earliest efforts to enlist
support of potential donors and donor hospitals to the post transplant efforts to improve
patient outcomes, successful performance requires the cooperative efforts, often under strict
time pressures, of 3 wide range of professionals. These inchude but are no means limited to
surgeons, immunologists, and OPO administrators. While each of these participants have their
own particular interests, they must work together effectively as trustees of organs for all the
persons awaiting s transplant.

It was in recognition of the complex nature of this collaborative effort that Congress called for
the unusual approach of a private body, the OPTN, having a strong role in shaping the national
system. Congress and professional leaders saw the OPTN and, to a lesser degree, the OPOs as
forums for developing approaches buttressed by broadly based consensus.

In our 1991 report, we pointed out that while progress had been made, actual practices fell well
short of each of the sbove-noted expectations. I point out those shortfalls below.

Humas Resverces Sebcamsmittoe Apri 8, 1958
Howse Govermment Reform and Oversight Committes Page 6
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Equity
> The access of patients to donated organs remained unequal in some important
respects.
One important inequality was that among transplant centers. For the period we studied, the
median patient waiting time for & first kidney transplant ranged from a low of less than 1 month
&t onc center to & high of 71 months at another. Among the 202 centers we reviewed, the
median waiting time at 79 was less that 6 months for non-highly sensitized patients; at 15 it was

over 18 months. JighilidainietioAnitietaamymES
4

A second major inequality was with respect to race. We documented that blacks on kidney
waiting lists waited almost twice &s long as whites for a first transplant, 13.9 months compared
with 7.6. This differential remained even when blood type, level of sensitization, and age were
taken into account. It was especially significant becsuse blacks have much higher rates of

kidney failure. We examined various possible causes for the wide difference, but did not have

any overriding explanation.

Finally, we found that highly sensitized patients had considerably less access to transplants
than did others on waiting lists. During the 18 month period we examined, the median time
that highly sensitized patients waited for donated kidneys was almost 4 times that of all others,
32. 4 moniths compared with 8.6.

Bumen Resources Sebcemmittes April 8, 1998
House Govermnant Reforn and Oversight Committes Page 7
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What stood out in our considerations of equitable access was that in OPO service areas, few
transplant centers had joined together to develop a common list of transplant candidates and to
distribute donated organs to those candidates on s first come first served basis, subject to
medical criteria.  Some had formed a common list, but the sharing criteria they developed were
apt to devote more attention to the distribution of organs among centers than among patients.
Along this line, many transplant centers participated in an OPO approved arrangement whereby
for each pair of cadaver kidneys they retrieved, they kept one for one of their own patients and
gave one to a common pool. The kidney donated to the pool was then made available to
another transplant center in the service area, usually in accord with some rotational

armangement

This practice did not appear to us to be fair from the perspective of the overall pool of patients
awaiting a transplant. Also unfair from that broader perspective was that individuals seeking a
transplant could register at different centers both within and across OPO service areas, thereby
increasing their own chances of a transplant but reducing those others who did not have the

resources and/or information to get themselves multiple-listed.

National System
. Organ distribution remained heavily controlled by individual transplant centers
and confined primarily within the individual service areas of organ procurement

organizations.

Heman Resources Sshosumittes April 8, 1998
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Notwithstanding some progress in developing & national system grounded in uniform policies
and standards, the actual distribution of organs from donors to recipients remained highly
localized. This local orientation, we found, applied in two very important respects. First of all,
through the OPTN’s “local use” policy, transplant centers were allowed to retain almost all of
the organs that they had retrieved. They entered into cooperative agreements with an OPO
or other centers only at their own will If they so wished, they could make arrangements
concerning the distribution of organs with a doaor hospital and/or an OPO in a service area

other than the one in which they were located.

Secondly, as follows from this local use policy, most organs procured within a service area
never left that area. Only about 22 percent of kidneys retrieved were shared nationally.
Cooperation
> Among some transplant centers and professionals, a sense of local ownership
towards organs they bad procured impeded the development of an equitable

national system for distributing organs.

It ig this sense of local ownership, we found, that sustained the “keep one-share one”
amangements, whereby a transplant center that retrieved an organ kept one for one of its
patients and donated one to the common pool. It also sustains the “renal payback system,”
whereby a transplant center that provided s perfect match kidney to the national pool was
enttitled to a payback kidney from the receiving transplant center.

Bumen Resssrces Sabcammitios Apri2 8, 1998
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Such practices contributed substantially to the uneven plsying field across the country, with
access to organs being much greater in some geographic areas and in some transplant centers
than at others. Many transplant professionals, we noted, would justify this unequal situation by
noting that any system that sought to level the playing field across regions or transplant centers
would discourage donations since, they alleged, families were more likely to donate if they
knew the organ is being used in the local area.

In our review, we found no statistical basis for this contention. In fact, we found that in a
national public opinion poll commissioned by the OPTN itself, over 75 percent of the
respondents disagreed with the statement that “donor organs should go to someone in the area
where the donor lived.”

A number of transplant surgeons we learned also disagreed with the notion of local ownership.
Om,whowudiothemedicddireaoromePO, commented as follows in a letter sent to

the OPTN:

Establishing a payback system also creates the illusion that a kidney is the property of a
given OPO. Clearly, we need to foster the notion that organs for transplantation are &
national resource which should be used in the most efficient and successful manner

possible. They are not anyone’s individual property.

B Resources Sabcowcnities Agril 8, 1998
Hoeuse Governmont Reform and Oversight Commnittos Page 10
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Recommendations

We found the mismatch between expectations and reality significant enough for us to make a
number of strong recommendations to HHS. In making the recommendations, we recognized
that many organ allocation decisions are essentially medical in nature and ought to be made by
medical professionals on the basis of the best available evidence and objective criteria. At the
same time, we held that s
e
et S
Db

Thus, we grounded our specific recommendations on actions that could be taken to help close
the gap between actual practices and the expectations clearly set forth by Congress. We did

not seek to impose our own or others’ judgments about what those expectations should be.

Below, I present the recommendations we made that are most pertinent to the March 26, 1998
HHS rule:

Issue regulations to require that each OPO (1) establish a single, unified list of patients
awaiting transplantation and (2) distribute donated organs to those patients on a first

come first served basis, subject to established medical criteria.

Fumm Recurces Subcosxmitios Apri 8, 19%
Home Govermment Reform snd Oversight Conmittes Page 11
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It was time, we argued, to preclude transplant centers from operating as if they “own” the
organs that they or others have procured. Each center, we recommended, should have to
register its own transplant candidates on one unified list maintained by the OPO. Each cadaver
organ that then becomes available for transplantation in that service area (except for those
mandated by the OPTN to be distributed nationally) would be offered to patients on that list in
the order that they have registered. (RuGEEaniEESapsuthewinne
ammuinbeesiniesetaseeesetspRENSINR ) The only basic exceptions
here would be those warranted in accord with established medical criteria.

This approach, we emphasized, would make for more equitable access for patients within OPO
service areas. It would reinforce the notion of equity among patients rather than among

transplant centers and would establish a system more in accord with congressional intent.

Issue regulations to require that each transplant center and donor hospital in an OPO
service area adhere to the centralized organ distribution policies of the OPO governing

that area.

Transplant centers, we indicated, should not be allowed to violate the first come first served
approach by making organ distribution arrangements, as some did, with donor hospitals and/or
OPOs outside their own service area. We sought to reinforce the point that OPOs, not

transplant ceaters, be regarded as the engines of the organ distribution system. They should

Humss Resouress Subconnmittes April 8, 1998
House Govermnant Reform snd Oversight Commmittes Page 12
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have the authority to shape and oversee distribution policies in their service areas, in accord
with guiding Federal requirements, and they should be beld accountable for the exercise of this
authority. In overseeing the distribution of organs, they must assure that the focus is on the

equitable sccess of patients, not transplant centers.

Support the development of medical practice guidelines addressing organ

transplantation.

We fully recognized that without more uniform and explicit medical criteria, equitable access as
we call for would be difficult to achieve. Widespread differences among professionals in the
field have inhibited the development of such criteria. The differences relate to the degree of
emphasis that should be given in allocating organs to such matters as age, seasitivity level, and
@mnching. Even more fundamentally, they relate to the criteria that determine whether or
not one is a suitable candidate for a transplant and should be placed on a list in the first place.
Different practices in placing candidates on waiting lists clearly affected the equity we aimed

for with our first come first served recommendations.

For these reasons, we urged the Department to support the development of transplant practice
guidelines, based on medical outcomes, that would serve as an authoritative and useful
reference point for practicing professionals and for oversight bodies responsible for assuring
that organs are in fact being distributed equitably.

Human Resenrces Subcammittes Agri 8, 1998
Hease Government Reform and Ovarsight Committes Page 13
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»  Fund a demonstrition effort incorporating the following two features: (1) the
establishment of a single, wnified waiting list including all patients awniting an
organ transplant in a2 aumber of OPO service areas and (2) the mandatory
distribution of donated organs to those patients os a first some first served basis,

subject to established medical eriteria.

We recognized that even with the development of equitable, patient-based allocation systems
within OPO service areas, the unequal patient access across service areas would not be
diminished. Thus, we called for demonstration efforts that would develop larger pools of
donors. Such efforts could enhance equity across the established regions, allow greater
opportunities for highly sensitized patients, and enable better overall understanding of the pros
and cons of operating larger scale distribution systems. The demonstration effort, we believed,

would foster progress toward the national system envisioned by Congress.

Update and Conclusion

Since 1991, some progress has been made in closing the gaps we identified between
expectations and practices. The OPOs now must establish s single unified list of patients
awaiting transplants and use it as the basis for allocation, in accordance with OPTN rules.

Further, the differential in black-white waiting times for cadaver kidneys appears to have been

Haen Ressurces Ssbosmmities Aprd 8, 1998
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reduced somewhat. The OPTN has served as a vital forum for addressing issues and making

decisions that contributed to this progress in organ allocation practices.

At the same time, there is still much room for progress, as is most clearly exemplified by the
substantial differences that remain in waiting times across OPO service areas. Further, with
three times as many individuals awaiting s transplant as there were 7 years ago, it is even more
imperative that Congressional expectations of the organ allocation system and actual practices
be in close accord. The increased scarcity heightens the urgency of the situation and, we
believe, the importance of public guidance on how best to deal with the situation. Our
recommendations offered general directions on how that might be done. The March 26 HHS
rule follows along the same line, presenting broad directions for the OPTN and medical

professionals to apply, using the best of the medical evidence available to them.

By calling for performance goals for standardized criteria for listing patients on transplant
waiting lists, for standardized criteria for medical status of those on waiting lists, and for organ
allocation policies that give priority to those whose needs are most urgent, with less attention
to geographic factors, the HHS rule provides an opportunity for continued progress toward the
kind of system we called for 7 years ago. The OPTN, of course, has a key role to play in

carrying out that opportunity.

Humas Resources Subcesasittos Apeid 8, 1998
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It remains essential, we believe, for HHS and for the OPTN to exert leadership to help develop

omnaﬂoaﬁonsymthnmgrmmdedin(m:s
and () aahatilesi s Sompenimass v wasplant
comiapaililintion.

Human Resources Subcommition Apri 8, 1998
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Mr. SHAYS. Our final testimony will be from Lawrence Hunsicker
and we welcome your testimony.

STATEMENT OF LAWRENCE HUNSICKER, M.D., PRESIDENT,
UNITED NETWORK FOR ORGAN SHARING [UNOS]

Dr. HUNSICKER. Mr. Chairman, Congressman Barrett, good
morning. 'm Dr. Larry Hunsicker. As you just heard, I'm the medi-
cal director of Organ Transplantation at the University of Iowa and
currently also the president of the United Network for Organ Shar-
ing, or UNOS. UNOS is a private corporation that is the contractor
to HHS as both the Organ Procurement Transplantation Network,
or the OPTN, as you've heard it abbreviated, and the operator of
the Scientific Registry of Transplantation. Our members are trans-
plant centers, doctors, recipients, donor families, and others who
comprise the transplant community.

Today, I will try to put to rest several misconceptions regarding
organ allocation and the HHS regulations. First, let me emphasize
that while the great majority of the transplant community feels
that these regulations are ill advised, we do wish to continue to
work with HHS to improve the system as we have done for the
past 11 years.

I want to point out that Federal law provides that organ alloca-
tion policy will be made in the private sector, not at HHS. Congress
wisely insisted on this in an effort to shield the formulation of
these vital policies from the effects of special interests in politics.
In doing this, over time UNOS has been able to develop consensus
among the medical experts and the other community members to
resolve almost every difficult issue except liver allocation, and
we've made substantial progress recently in that area.

Much of our concern with the recent HHS action is based on our
understanding of the profound, sometimes heart-wrenching com-
plexities of the relatively new branch of medicine. Policy changes
as radical as those contained in the regulations need to be thor-
oughly reviewed, debated and consensus reached before they are
implemented.

The system being mandated by HHS will not save more lives.
Our computer models indicate that in the long run more patients
will die under the HHS regulation. There’s no scientific or medical
evidence to support the assertion as argued by HHS that tech-
nology now permits all livers safely to be shipped to any part of the
country without detriment to the organ or the patient. Increased
time without a blood supply still significantly decreases the viabil-
ity of the organ, especially an organ from a less than perfect donor,
and it increases likelihood that it will fail, thus requiring yet an-
other organ to be used for the same patient. Under the new regula-
tions we project increased wastage of precious organs due to exces-
sive transit times, organs that could have saved a life if they were
used promptly in a local setting.

Of equal concern to UNOS is that the new policy requires the
sickest patient in the country to be transplanted first no matter
where that patient is in relationship to a recovered organ. This
means that most patients already suffering from the effects of end
stage liver disease will have to become yet more severely ill before
being transplanted than is the case today. Survival rates for this
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complex surgery are significantly worse for those who are on life
support. It is important to note that current UNOS policies already
make livers available to the most seriously ill patients at a very
similar rate, about 4 to 6 days, no matter where in the country
they are hospitalized. Another potentially devastating problem is
the predictable decrease in organ donation that would result from
the closing of smaller local transplant programs. Many of these will
be unable to transplant a sufficient number of patients to maintain
the proficiency of their staffs. Donation, like politics, is a local phe-
nomenon, and as the best professional advocates of donation leave
a community, donation will decrease. We have seen the converse of
this effect repeatedly as new centers have opened and caused sig-
nificant increases in local donation.

Also a significant ethical question is raised by the new regula-
tions. After many committee meetings and several public hearings
involving representatives of HRSA or the branch of HHS that deals
with transplantation, UNOS in 1992 unanimously adopted basic
ethical allocation principles that are designed to guide us in our
policymaking. The basic message is that there is a fundamental
ethical obligation to balance justice and medical utility in crafting
allocation policies. HHS has focused solely on fairness and in doing
so we fear has promulgated a policy that will have tragic practical
consequences.

We are also concerned about the cost implications of the new
policies. The HHS regulation will result in many millions of dollars
of increased costs for the care of critically ill patients in Intensive
Care Units who never had to be there.

I feel sympathy for the patient who is unable to afford to travel
from his home to the remaining transplant centers or whose spouse
has to quit her job to accompany him. Who will pay for their tem-
porary lodging far from home sometimes for months while they
wait for their surgery in strange surroundings and ever-failing
health. Some Medicaid programs will not cover this expense, which
means that there will be no transplants for many poor or rural citi-
zens. The HHS regulation require that UNOS implement policies
to encourage transplant centers to pay the costs of transplantation,
but then what is to stop insurance companies from dropping cov-
erage for this expensive procedure.

In closing, I urge you to give careful thought to the effects of
these regulations and to their underlying implication for future
transplant patients. I urge you to direct the Department not to im-
plement them as they are and to require a meaningful dialog with
the Congress and the transplant community before making any
changes in the current program. I appreciate the opportunity to
testify and will be happy to answer your questions.

[The prepared statement of Dr. Hunsicker follows:]
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Opening Commeats of Lawreace G. Hunsicker, M.D.
before the House Government Reform and Oversight Committee
Subcommittee on Human Resources
April 8, 1998
Mr. Chairmen, good morning. I am Dr. Lawrence G. Hunsicker, president of the Unite:
Network for Organ Sharing. UNOS is a private corporation that, among other activities
is the contractor to HHS as both the Organ Procurement and Transpiantation Network
(OPTN) and the operator of the Scientific Registry of Transplantation. Qur members ar :
the transplant centers, doctors, recipients, donor families, and others who comprise the
transplant community.

You are all aware of the controversy that has surrounded the issuance of interim final
regulations by HHS regarding organ transplantation policy. In my brief appearance hen
today I will try to llustrate a number of reasons for this controversy, and put to rest
several misconceptions. First, let me emphasize that, while the grest majority of the
transplant community feels that these regulations are ill advised, we do wish to cooperat :
with HHS to improve the system.

I want to point out that Federal law, the National Orgen Transplant Act, provides that
organ allocation policy will be made in the private sector, not at HHS. Congress wisely
insisted on this in an effort to shield the formulation of these vital policies from the
effects of special interests and politics. In doing this, over ime UNOS has been able to
develop consensus among the medical experts and other community members to resolve
almost every difficult issue except liver allocation, and we have made substantial
progress recently in that area, as well. The amount of effort expended in fulfillment of
this responsibility has been considerable- UNOS just surpassed one million hours of
volunteer time that have been invested by the community in an effort to make the syster
as fair, as just, and as medically sound as it can be.

Much of our concern with the recent HHS action is based on our understanding of the
profound, sometimes heart-wrenching complexities of this relatively new branch of
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medicine. Policy changes as radical as those contained in the regulations need to be
thoroughly reviewed, debated, and consensus reached before they are implemented, but
despite repeated written requests from the community and Congress, HHS did not follo v
this path.

The system being mandated by HHS will not save more lives. Our computer models
indicate that in the long run, more patients will die under the HHS regulation. Thereis. o
scientific or medical evidence to support the assertion, as argued by HHS, that tectinolo; y
now permits all livers safely to be shipped to any part of the country without detriment 1)
the organ or the patient. Increased time without a blood supply still significanly
decreases the viability of the organ, especially an organ from a less than perfect donor,
and increascs the 1iklihood that it will fail, thus requiring yet another organ to be used fc -
the same paticnt. Under the pew regulations we project increased wastage of precious
organs due to excessive transit times- organs that could have saved a life if used prompt: 7
in a local setting.

Of equal concern to UNOS is thar the new policy requires the sickest patient in the
country to be transplanted first, no matter where that patient is in relationship to a
recovered organ. This means that most patients, already suffering from the effects of en
stage liver disease, will have to become more severely ill before being transplanted than
is the case today. Survival rates for this complex surgery are significantly worse for
people who are on life support (status 1 liver patients). It is important to note that currer :
UNQOS policies aiready make livers available to the most seriously ill patients at a very
similar rate (i.c., 4-6 days) no matter where in the country they are hospitalized. The
great differences in wuiting times for livers that HHS cites are for the least ill, not the
most ill patients.

Another potentiaily devastating problem is the predictable decrease in organ donation thi:t
will result from the projected clasing of smaller local transplant programs. Many of thes :
will be unable to transplant a sufficient number of patients to maintain the proficiency of
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their staffs. Donation, like politics, is & local phenomenon, and as the best professional
advocates of donation fcave a community, donation will decrease. We have seen this
effect repestedly as new centers have opened and caused significamt increases in local
donation

Let me also emphasize that a significant ethical question is raised by the new regulation
After many commitree meetings and several public bearings, UNOS unanimoasty
adopted basic ethical allocation principles that are designed to guide us in our policy
making to treat patients fairly and save the greatest number of people. I have submitted
its text for the record, but the basic message is that there is a findamental ethical
obligation to balance fairness, justice and medical utility in cafting allocation policies.
HHS has focussed solely on faimess, and in so doing, we fear, has promulgated & policy

‘We are also concerned about the cost implications of the new policies. [n an era when
health care costs are of such great concern, the HHS regulations will result in many
millions of doliars of increased costs for the care of critically ill patients in intensive can
units who pever had to be there. The cumulative cost of caring for increasing numbers ¢
people in the final momths of end stage disease will dwarf the costs cwrently associated
with transplanting them at an carlier stage of disease. In additian, the costs incurred by
increased transportation of both patients and organs will be enormous.

I feel sympethy for the patient who is unable to affard to travel from his home to the
temaining transplant centers, or whose spouse has to quit her job to accompany him.
Who will care for their children? Who will pay their bills? Who will pay for their
temporary lodging far from hame, sometimes for many months, while they wait for their
surgery in strange swrroundings and in ever failing health? Some Medicaid programs wi
not cover this expense, which means that there will be 0o transplants for many poor or
rural citizens. The vocal but very small minority in favor of these new regulations claim
that this will be better for patients, but you can be the judge of their objectivity. The
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HHS regulations advise UNOS to implement policies to encourage the transplant cents: 3
pay these costs, including the costs of the transplant, but then what is to stop insurance
companies from dropping coverage for this expensive procedure, making matters much
worse for future patients.

In closing, I urge you to give careful thought to the effect of the regulations and to their
underlying implications for fsture transplent paticats. [ also urge you to direct the
Department to not implement them as they are, and to require a meaningful dialogue wi 1
the Congress and the transplant community before making any changes in the current
program. [ sppreciate the opportunity to testify and will be happy to answer any
questions.
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Mr. SHAYS. Let me just make a request of the audience. We will
show, I think, some significant flexibility here. It’s clear to me that
you were not clapping for all three speakers. So now that’s clear
to us and so we know where you are coming from, but it's impor-
tant for us to be able to make all the speakers here feel comfortable
that they can answer questions and expose us to their view, and
if we are not exposed to their view, we are not going to be able to
judge this issue fairly. So I really thank all the speakers here. 1
particularly thank the first two as well as Mr. Hunsicker because
they have stated the case in a way that we now can have some
meaningful dialog. And I will say to some of you in the audience
that you will get an opportunity, some of you, not all of you. Some
of you will get an opportunity to make comment to what you are
hearing, and that’s another way that you’ll be able to express your-
self.

I'm going to ask Mr. Barrett to go first, and we are going to go
back and forth. Before I do, the three who have accompanied, if
you'd like to just make a comment before we start.

Mr. Smolonsky, I note for the record that you spent most of your
time at the Chicago airport last night instead of a nice place to
sleep, and we thank all of you for being here, but would you like
to just make a comment or you, Mr. Graham, or, Doctor, any com-
ment before we begin?

Dr. HUNSICKER. I think we'll just be ready to answer your ques-
tions.

Mr. SHAYS. OK. Mr. Barrett.

Mr. BARRETT. First of all, I want to thank all of you for your tes-
timony. I think that everyone who is involved in this issue is oper-
ating in good faith. I don’t question the motives of anyone who is
here today, because I think everyone is concerned about doing the
best that they can for the people in this country and the people
who deserve the gift of life. My concerns come in translating the
best intentions to the practical impact that it’s going to have. And
my perception, and, Dr. Fox, I would like you perhaps to comment
on this, my perception is that there are some medical centers or
some hospitals who have put an emphasis on developing a patient
list and have done so quite well. There are other hospitals who
have put their relative resources on developing an organ donor list.
My concern is that these rules will create an incentive for all hos-
pitals to no longer put any emphasis on organ donations but to put
all of their emphasis on finding the sickest patients that they can.
And the reason I say that is—again, I think that all of us are here
because we care about the patients, but I will say to everyone in
this room I think there is along with that concern for patients,
there is from every one of these transplant centers a high degree
of economics involved here. And we can sort of dress it up and
dance around it, but I think that’s a reality that centers are con-
cerned about being closed, they’re concerned about losing patients.
But if you could respond to my concern, please.

Dr. Fox. Let me just say that——

Mr. BARRETT. It’s not on.

Mr. SHAYS., I believe the switch might have come off. OK.

Dr. Fox. Well, several things. One, in regard to the patient list,
one of the problems and one of the things that we think contributes
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to the inequity is that the listing criteria, the way you get on the
list, how early you get on a list really varies across this country,
and so that if a particular physician is aggressive for his or her pa-
tient, they may get on the list much earlier in one part of the coun-
try than another. And, again, that provides some inequities, and
we think that should be standardized in some way or other, so that
is a problem.

The donations, as you've also alluded, there’s tremendous vari-
ation. Some hospitals have contributed virtually no donations to
the national donations and other that do quite well. So there is a
disparity in each one right now. I think that what we hope will
happen out of this will be that because now today we have between
a 75 and 85 percent survival rate for people in this first, schedule
1, 2, the ones that are ill enough to be in a hospital, that those peo-
ple deserve a chance. We are not saying in this regulation, I would
like to point out that this regulation is only eight pages long, but
it has in it on several occasions comments around sound medical
judgment. And, in fact, the allocation part of this regulation is
prefaced with sound medical judgment and also a caveat that what-
ever policy that the OPTN brings forward be based on sound, effi-
cient management of the organs that are vital. Then there is also
a specific section around wastage. So we do not stipulate what the
policy should be. And, in fact, we don’t say, or I hope in this regula-
tion, that organs will necessarily go coast to coast, but that what-
ever policy is provided would be based on what makes sense. What
makes sense is to try to transport those people, and it’s not sickest
first, it’s medical urgency. And obviously a patient who is ill
enough today that they would not benefit by transplant that in a
physician’s judgment would not be transplanted, would also not
transplanted under this new policy. So we think there are caveats
in the regulation that lay out a framework for the transplant com-
munity as they put these forward to use medical judgment, to not
waste our precious national resource and to come forward with a
policy that operates in that guideline. But it is a problem because
now there are disparities on both waiting list and donation across
fhe country and tremendous variations depending on where you
ive.

Mr. BARRETT. But again let me ask the question, does not this
rule create a disincentive for a hospital to put economic resources,
this hospital to put its own economic resources into procuring or-
gans if—and I'm talking about an economic disincentive, because it
will believe that those organs will not stay here.

Dr. Fox. We don’t believe that’s the case. I would point out right
now today nationally one-third of all organs go outside of the area
they’re collected. It varies again by area. For the OPO we're sitting
in, about 20 percent of the livers currently go outside this OPO
we're in today. In Connecticut 70 percent, 68 percent of the livers
go outside of the Hartford OPO. So I think there is a misconception
that organs are not moving. Today they are, and if one-third na-
tionally, if you take the average one-third of organs moved today,
what we don’t know, and we've asked UNOS to provide this infor-
mation, how many organs come in, and how many organs go out.
We think that that’s today what happens. It will also be what hap-
pens under a revised policy. To what extent that occurs really is
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going to depend on the policy, which is not laid out, and I think
that that’s what we are certain that it’s part of.

Mr. BARRETT. Let me go down that road for a second, if I could.

Mr. SMOLONSKY. Congressman Barrett, excuse me. If I may re-
spond to your question about this being a disincentive for hospitals
to invest in organ procurement.

Mr. SHAYS. I'm going to ask you to put the mic a little closer to
you. I'm sorry.

Mr. SMOLONSKY. I'll try.

Mr. SHAYS. Just pull it right up.

Mr. SMOLONSKY. Is this better?

Mr. SHAYS. Yes. I think these mics are designed to be close, un-
fortunately.

Mr. SMOLONSKY. As you know, we have a two-pronged attack
here. One is an earlier regulation, the Hospital Conditions of Par-
ticipation Regulation. Under that regulation a hospital will not be
allowed to deemphasize organ procurement.

Mr. SHAYs. A little louder. A little louder.

Mr. SMOLONSKY. It will be required to do more. All hospitals in
the country under this regulation, in order to participate in Medi-
care and Medicaid, will be required—regardless of what the final
allocation policy is, all hospitals will be required to do more for
organ donation. So the disincentive that you are worried about has
been dealt with in the Hospital Conditions of Participation Regula-
tion. It will not happen. And if a hospital chooses to do that, they
risk jeopardizing their Medicaid or Medicare eligibility.

Mr. BARRETT. And I appreciate that answer. Dr. Yessian, did you
want—-—

Mr. YESSIAN. On that point, let me emphasize this first, that in
speaking for the Inspector General, speaking as an independent
oversight entity here, so we haven't cleared our testimony or com-
ments with the Department in this case, but obviously much of
what we found is supportive of the direction of these policies.

On your point about the disincentive——

Mr. SHAYS. Just lower your mic just a speck. Just lower it down
below you.

Mr. YEssIAN. OK. How’s this?

Mr. SHAYS. Yes.

Mr. YESSIAN. That disincentive—the leading responsibility for
organ donation in each area is the organ procurement organization,
which clearly involves hospitals or transplant centers in a leader-
ship role, but also other parties in the service area in the region.
In the Department of Health and Human Services Medicare contin-
ues to fund those organ procurement organizations on a cost reim-
bursement basis for whatever their expenses are. That’s a pretty
unusual way of funding these days, so that’s an incentive to do
what it takes to be very active in procuring organs. So I just want-
ed—I think that’s an important point.

Mr. BARRETT. Dr. Fox, if I could go back to you for a second. As
I listen to your statements, it sounds like there could be different
policies for different organs based on viability of the organ or time
for transportation. Isn't this going to create rules and subrules and
create more confusion that way?
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Dr. Fox. Again, we have laid out the broad parameters. We know
that the current technology around the viability of how long organs
can go prior to transplantation varies and is going to continue to
change over time. And we fully expect any policies that the OPTN
brings back would reflect that. And again, that’s one of the reasons
that we left it flexible, because as technology changes, it allows the
OPTN through its deliberations to change the policies to make
sense with medically what’'s available at the time, so we think
that's rational, we think that's the approach that ought to be
taken, and again, it’ll change as the technology changes.

Mr. BARRETT. Dr. Hunsicker, I think in your testimony you al-
luded to the waiting list, in particular for those in level 1. And I
guess I have been under the impression that maybe there are some
regions of the country where someone who’s on level I would wait
longer than others, but your testimony seems to rebut that. Can
you amplify that, please?

Dr. HUNSICKER. In both level 1 and actually level II, the dif-
{'erences in waiting times amongst the different regions are real-
y—

Mr. SHAYS. A little louder.

Dr. HUNSICKER. I'm sorry. The differences in waiting times
amongst the regions, the 11 regions of UNOS between level I or
status I and status II are quite small. So it is primarily to the—
with livers to the extent that there are differences in waiting it is
primarily in the least urgent category.

Mr. BARRETT. OK. Let me check with the other panel members
to see if they agree with that because I think that's significant.

Dr. Fox. By region I would agree except to say that if you—that
waiting times, and there’s two caveats; that one, if you look at the
individual OPO areas, there is a significant variation. By definition
status I is patients only expected to live 7 days, and what it doesn’t
take into account is the patients who die while waiting in status
I, and we don’t have those numbers.

Mr. BARRETT. If I could interrupt. Again, his testimony is that
a patient at level I waits 4 to 6 days? Is that——

Dr. HUNSICKER. The median waiting time in the 11 regions——

Mr. SHAYS. Doctor, I'm going to ask you to really project. You've
got a beautiful voice. I want to hear it.

Dr. HUNSICKER. The median waiting time in the 11 regions of
UNOS ranges from about 4 to 6 days.

Mr. BARRETT. OK. And so what are you saying?

Dr. Fox. I'm saying, one, the definition of category I is patients
who only—to get in category I you have to be expected not to live
more than 7 days. So that in itself is limiting. What it doesn't tell
you is that people drop off the list because they die.
| er BARRETT. So you're saying that they die before they get to
evel I.

Dr. Fox. I'm saying that some die. Some die. But the second
thing I'm saying is that by looking at it by region, you lost waiting
times, and I think we provided this to the committee. If you look
at it by OPO, which is a much smaller area, there is a fairly sig-
nificant difference in the waiting times.

Mr. BARRETT. Does your policy have the effect of telling someone
come back when you are sicker?
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Dr. Fox. Again, we are not saying how ill—I mean what we are
saying in the regulation is use medical judgment, set up a process
that looks at those medically urgent. That may be different than
sickest. Sickest may be so sick as to not survive a transplant. What
we are saying is use medical urgency.

One of the other misconceptions is medical urgency is currently
the policy within the OPTN right now, it's just applied on a local
basis. And what happens is, for instance, in I believe it was 1996
of the 950 some odd people who died waiting for a liver transplant,
400 of those died while in the hospital, but the same time almost
half of the transplants that took place for liver patients took place
on people who were not ill enough to be in a hospital. And the ef-
fect would be that if you have two OPOs that are right adjacent
to each other and divided by a river, you could have one person liv-
ing on one side of the river who because the—there’s no people in
status I or status II could get a liver and could be an outpatient
while someone living a mile right across the river on the other side
in another OPO who is ill and in the hospital does not get that
liver. And, again, that is an arbitrary geographic distinction and
one we think is unfair.

Mr. BARRETT. Dr. Hunsicker, do you want to respond to that?

Dr. HUNSICKER. Yes. I think that the issue with respect to the
sickest first is one that requires clarification. I don’t think that
there is any dispute about the patient who has gotten so ill that
he or she will not benefit from a transplant. Neither the Govern-
ment nor UNOS nor any responsible surgeon or physician would
recommend that a liver be put into a person who cannot survive
the procedure. That's silly. The issue comes up with the balance in
the degree of severity of illness of the patients who will get the
transplants. There are patients who are so ill that the risk for their
surviving is reduced, nonetheless had I a liver, I would offer it to
this person, but it might better be put into another person whose
condition had not deteriorated so far, and so that the likelihood of
benefit is better.

Now, we have tried to balance in UNOS the issues of care for the
most seriously ill so that we don’t write off anybody who could ben-
efit but so as to try to maintain the balance so that a larger frac-
tion of patients who are in a more stable condition. All of these peo-
ple are people who are seriously ill and need a transplant. You
talked about death on the waiting list. It’s worth noting that al-
most half of the deaths on the waiting list occur in patients who
are not in hospitals, who are in the least urgency category because
they are all sick. We are trying to suggest that a balance in which
we transplant patients relatively earlier probably is a more effi-
cient use of this extremely valuable, scarce resource.

Mr. BARRETT. Mr. Chairman.

Mr. SHAYS. Thank you. I realize almost everyone here knows
more than I do on this issue because this has been your life in
some cases and you've learned a heck of lot about it. I'm going to
ask a few questions that are going to illustrate my ignorance, but
I want to at least have this established before I go on.

I look at the, I guess the 63 procurement organizational service
areas, and I make the assumption that these are the smallest areas
and that they are trying to identify donors and receive organs. I
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make an assumption that the OPTN regions are basically the re-
gions in which these organs can be provided. As a general rule. Is
that—am I still on target here?

Dr. Fox. No. They’re generally shared within the OPQO’s.

Mr. SHAYS. Within the OPO’s.

Dr. HUNSICKER. The first level of sharing——

Mr. SHAYS. Let me just say, just make sure that we don’t go too
fast for our recorder here. Let me just say, Dr. Fox, your comment,
and then I'll go to you.

Dr. Fox. The local area is considered for the most part the OPO.

Mr. SHAYS. What is the significance of the OPTN region?

Dr. HUNSICKER. As Dr. Fox said, the first level of sharing is the
OPO. As he also said before, a significant number of livers are ac-
tually shared outside their original OPO, and those would be if
they cannot be effectively used within local OPO, then they are
shared second level within the region, which is a smaller geo-
graphic area than the entire United States.

Mr. SHAYS. Right.

Dr. HUNSICKER. The large majority are used either within the
local OPO or within their region. Only a small number are shared
nationally. That is to say between regions.

Mr. SHAYS. But I make the assumption then that most donors
are identified within the smallest area, the service area, and most
of the organs are then provided in those small areas. Is that cor-
rect? I mean there’s consensus there?

Dr. HUNSICKER. The majority.

Mr. SHAYS. Yes. OK.

Mr. GRAHAM. Could I add one point?

Mr. SHAYS. Sure.

Mr. GRAHAM. When the National Organ Transplant Act estab-
lished the system by which we have been discussing this, it said
that the OPO service area——

Mr. SHAYS. Let me ask you a little louder.

Mr. GRaHAM. OK. The OPO service area is required by law to be
large enough to provide for efficient organ procurement as well as
equitable organ allocation. So that’s how Congress set this up back
in the beginning, and that was the basis for our distributing organs
locally to begin with.

Mr. SHAYS. OK. The other assumption I make is that the OPTN
is basically the network and UNOS is the contractor. Because
sometimes we use them interchangeably and I just—you want to
respond?

Dr. Fox. Well, UNOS is the contractor and operates the network
as a part of that contract.

Mr. SHAYS. Right. They operate the network.

Dr. HUNSICKER. Yes. UNOS actually does at this point effectively
only two things. It operates the OPTN under one contract in the
Scientific Registry, which is a closely related thing which deals
with the data management under a separate contract. We are,
however, a private corporation with a life independent from the two
contracts.

Mr. SHAYS. Let me just throw something on the table. I find my-
self reacting to your statement, Dr. Hunsicker, and feeling there is
a bit of what I think is a little disingenuous and so let me just put
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it out on the table. You basically are a private organization, but
you are a monopoly; correct?

Dr. HUNSICKER. That is—yes. We are not a monopoly. We are the
only organization that does that. I'm being told not to say that.

Mr. SHAYS. Well, you may be told not to say that, but you are
a monopoly.

Dr. HUNSICKER. We are the only organization that does this be-
cause the——

Mr. SHAYS. Well, I'm not arguing about the validity of it. The
bottom line is monopoly means to me one player, and you are the
player.

Dr. HUNSICKER. Although the Government could switch the con-
tract if it wanted to do so.

Mr. SHAYS. I understand that. I understand that. But just so
we——

Dr. HUNSICKER. So long as we hold the contract, we are the peo-
ple that do the job.

Mr. SHAYS. Right. And I’'m not arguing that you have one organi-
zation doing that. I'm not arguing that it shouldn’t be your organi-
zation. But it’s a little disingenuous to me just to tell you to talk
about how the public and private sector do things and don’t have
the public sector tell the private sector what to do. If you only have
one player, the public sector better be in there regulating that mo-
nopoly. And then the question to me is if we can get beyond that.
The question is, are these logical regulations? But if you were to
get to the level that “the public doesn’t have any right telling us
what to do,” you know, “we are the private sector,” then you and
I are going to be having a long dialog for a long time on that.

Dr. HUNSICKER. We have never had any problem with the Gov-
ernment participating in the process and exercising oversight. They
do this through the contract. They've done it for 11 years, we've
worked with them for 11 years and we think that that is an appro-
priate way for things to happen.

Mr. SHAYS. OK. Now tell me——

Dr. HUNSICKER. It’s important for me to say that the board of di-
rectors of UNOS does in fact have—one-third of its members are
either patients or patient families or donor families. The method
for selecting the candidates for the board of directors is that they
are nominated by a nominating committee which reflects the com-

osition of the board of directors, and so there is in a sense, at
east in part UNOS is a self-perpetuating board that is selected
from the community of transplantation. It involves representation
from all the aspects of transplantation.

Mr. SHAYS. It’s just important for me to tell you up front that
I believe the issue is what kind of regulations should the Federal
Government be imposing on this monopoly to make sure that the
public’s interest is dealt with fairly. You want to make a comment?

Mr. GRAHAM. Back in 1984 when this law was passed, the Con-
gress created a new way of approaching this kind of relationship,
and so I thought it would be important to point out that the Na-
tional Organ Transplant Act says that the Secretary shall establish
and operate the OPTN by contract and that the OPTN shall be a
nonprofit entity. And that this is to be done in the private sector,
so it's done by contract as opposed to the traditional regulatory
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route that had been done before in other areas of medicine. So the
oversight that’s been provided to us by HHS for the last 11 years
has been through the contract.

Mr. SHAYS. Well, it’s both—Mr. Graham, I don’t want to nitpick
here, but I'm happy to pursue this. It is done both by regulation
and contract; correct?

Mr. GRAHAM. It has not been today. It has been done by——

Mr. SHAYS. There are no regulations governing?

Mr. Graham. I'm talking about these that are out today. This is
the first time the OPTN regulations have been promulgated.

Mr. SHAYS. There are no regulations on the books right now deal-
ing with how UNOS operates? It is all done by contract; is that
your testimony to the Court?

Mr. GRAHAM. Yes.

Mr. SHAYS. Dr. Hunsicker.

Dr. HUNSICKER. There are many regulations, of course, that are
swept into the contract to which we are subject.

Mr. SHAYS. Well, yes. So, I mean the contract trying to imple-
ment certain regulations that exist that HHS has imposed. I don't
want to go too far here. We were talking about federalization, and
I need to know what that means. But I just need to know how HHS
views this. And 1 would love to know how the Inspector General
views this. It’s not a big point in the dialog here, but it’s just like
if we can’t establish certain things between reasonable people, then
I can’t get to the next point.

Dr. Fox. Ask Mr. Smolonsky.

Mr. SMOLONSKY. Thanks, Dr. Fox.

Mr. Chairman, there is a regulation, a 1988 regulation that gives
the Secretary the authority to approve all UNOS policies and all
OPTN policies—I'm sorry, not UNOS policies, but OPTN policies.
It’s a standing regulation. In addition to that, Congress amended
the Social Security Act, section 1138, which gives HHS the author-
ity to deny Medicare or Medicaid eligibility to any hospital or
transplant center that does not abide by the rules of the OPTN. It's
our legal view that it would be impossible to enforce that provision
without binding regulations. You can’t very well kick an entire hos-
pital out of the Medicaid or Medicare Program on the basis of vol-
untary or informal guidelines, and that is our view.

Mr. YESSIAN. Mr. Chairman, if I could just add to that point that
in 1988 when Congress passed an amendment to the law here,
there had been some concerns at that time about how the Congress’
intentions on inequity were being transferred in a way that empha-
sized equity among transplant centers and not patient and the law
clarified its intent to focus on patients and in an accompanying
House report by the Committee on Energy and Commerce specifi-
cally called for the HHS Secretary to monitor the allocation of or-
gans closely to make sure the allocation schemes remained based
on equity among patients, so there is a trail here of congressional
expectations about oversight.

Mr. SHAYS. Doctor.

Dr. HUNSICKER. I'm not a lawyer and I'm not going to try to an-
swer a legal question, Mr. Chairman. I think the sense of your
question is, has there been previous instruction from HHS on allo-
cation policy.
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Mr. SHAYS. No. My question, bottom line, is this. My question is
this; Congress passes a law and gives HHS the ability to establish
regulations. In the law and in the regulations HHS has the ability
to contract out to your organization or somewhere else, and to me
it is extraordinarily disingenuous to suggest that there haven’t
been regulations and that there shouldn’t be. The issue is what
kind of regulations. I mean I haven’t passed judgment on what
kind of regulations. You’ve got to trust me on that one. But bottom
line I just think it's a little disingenuous to say, “we are the private
sector, you Federal Government don’t tell us what to do.” They are
going to tell you what to do because you are a monopoly and you
maybe don’t want to be called that, but you are, and you are an
important monopoly, in my judgment. And I'm not arguing that
there shouldn’t be a monopoly. But once we can at least under-
stand the relationship here, then we can, it seems to me, talk about
what logical regulations should happen. And with that in mind, I
just want to ask you in the letter that I have here, it’s a sample
letter to Congress. It’s from your web site. I'm going to quote a
paragraph here. It says:

As a transplant center, our concern has been, always has been and always will
be with the outcome and well-being of our patients. We are convinced, however, that
the impact of the regulations would be to lengthen the amount of time sick people
must wait for transplants and reduce the number of people who are able to get
them. The proposed federalization of the current system would take away control
of gtt}xlle tf,(;'ansplant system from doctors and patients and hand it over to the Federal
re, ators.

I need you to explain that one to me. I don’t understand what that
means.

Dr. HUNSICKER. I assume youre referring to the last sentence
and not to——

Mr. SHAYS. Yes, the federalization. Yes.

Dr. HUNSICKER. I actually understand the sense of the law that
was passed, the NOTA, N-O-T-A, perhaps differently from you. And
I don’t want to argue with you because that is not my point.

Mr. BARRETT. Speak up a little more.

Dr. HUNSICKER. We believe that it was quite intentional by Con-
gress at that time to stipulate that these rules concerning the allo-
cation of organs were not in fact to be made within the Govern-
ment but were to be made in a private organization under contract
to the Government. That is my understanding of what was the in-
tent of Congress at that time. Should the Secretary have the ability
unilaterally to say no, the rules that you have adopted have to be
changed to different rules without the communities being able to
respond to that or to say, gee, we think that’s really a very bad
idea, we believe that that would be contrary to the intent of the
people who passed the law in saying that these rules should be
made by the community under the general supervision of or the
general whatever you want to call it. Supervision is as good a word
as any of the Government and not that the Government itself was
supposed to have the ability ultimately to set what the rules were.

Mr. SHAYS. Could you define to me what the community is?

Dr. HUNSICKER. The community in this case is the—very specifi-
cally the community is represented by UNOS because it’s the
UNOS board of directors, I should say the UNOS Board of Direc-
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tors that has the authority to make rules for UNOS and then for
the OPTN.

Mr. SHAYS. Is UNOS given an unlimited contract or does it
get——

Dr. HUNSICKER. No. It’s renewed every, it’s been every 3 years.

Mr. SHAYS. But the community is basically the centers.

Dr. HUNSICKER. The membership of UNOS includes centers,
OPOs, individuals with an interest in transplantation and I may
have missed one category or another. I don’t think so.

Mr. SHAYS. So how does an individual who has an interest be-
come part of UNOS?

Dr. HUNSICKER. They have to be approved by the board of direc-
tors, by the—well, ultimately by the board of directors, but by the
Membership Professional Standards Committee. That particular
thing is made—is put in explicitly to make it possible for people
who do not have any kind of affiliation with any other organization
to be on the board of directors because you've got to be a member
to be on the board of directors.

Mr. SHAYS. But admittedly it’s a pretty small group.

Dr. HUNSICKER. It’s a small group.

Mr. SHAYS. It’s a small group of people.

Dr. HUNSICKER. The large group of members are hospitals; how-
ever, I want to reiterate that the way in which the members of the
board of directors, which ultimately has the only operative voice,
if you will, the only ultimate authoritative voice for UNOS, is se-
lected by nomination by a nominating committee that represents
the membership of the board of directors.

Mr. SHAYS. How many members are part of UNOS?

Dr. HUNSICKER. What’s the number? There’s 600 members.

Mr. SHAYS. Are those individuals or organizations?

Dr. HUNSICKER. No. The vast majority of the members are trans-
plant hospitals because transplant hospitals must. The second cat-
egory is

Mr. SHAYS. So the vast majority of the transplant centers.

Dr. HUNSICKER. Yes, sir.

Mr. SHays. Right. OK.

Dr. HUNSICKER. But the nomination to the board of directors is
to the ones nominated by the nominating committee, so there is a
strong element here of a self-perpetuating board. In other words,
the members—we have to have a certain fraction of public rep-
resentatives. We have to have certain categories. Those are in the
contract. We cannot select people just any way we want.

Mr. SHAYS. The bottom line for me, not for you, and I'm not going
to try to convince you that I'm right on this, I'm just going to tell
you what I think. The bottom line is this: The Federal Government
decided that we had to have a system of encouraging donors and
to provide for a system where we could disseminate the organs in
the fairest and best way. We passed laws, we passed regulations,
we gave HHS the ability to contract with UNOS, and your organi-
zation is a very small organization. We are a country of over 260
million people, and we’re not going to let a very small organization
dictate every policy. We're going to have that be through a rep-
resentative body. Now, Mr. Barrett and I know we are not doctors
and we're going to stay out of the way as much as we can. We're
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going to allow for expertise in the Federal Government to play a
role. Now, their role, it seems to me, right now, is to say, “We don't
like what we are seeing,” and let me ask you that. Should I feel
comfortable with the existing—and we got the same message from
the Inspector General. In fact, the report that the Inspector Gen-
eral has he can basically take out from 7 years ago. So would it
be your testimony before this committee that things are working
well and that we don’t need any changes?

Dr. HUNSICKER. You have two separate pieces——

Mr. SHAYS. It’s not on now.

Dr. HUNSICKER. You have two separate pieces to your question.

Mr. SHAYS. Let me say something to all of you. We're going to
go until we establish a certain point. There’s no rush in time, and
I'm just trying to get some answers here.

Dr. HUNSICKER. There are two separate pieces to your question.
One is are things going well, and the second is do—is there any
need for changes. Well, I think it’s a function of what part of this
you are talking about. I think that UNOS has done an extraor-
dinary job. I, of course, am a biased observer here, I'm a part of
the system. But I think we’ve come a long way in an area that has
not ever been tackled in medicine before.

Do I think we have reached the ultimate——

Mr. SHAYS. What is going well and what isn’t going well. I think
if we can all agree where it’s working well and where it isn’t, then
we can go to the next step.

Dr. HUNSICKER. For one, when the NOTA was passed back in
1984, formation of any kind of transplant policy, allocation——

Mr. SHAYS. We had no policy.

Dr. HUNSICKER. There was none. It was all local. Like most other
palrts of medicine, it was whatever you do at your hospital is your
policy.

Mr. SHAYs. Correct.

Dr. HUNSICKER. In the interim since that time there is really in
effect now a true national transplant policy. Dr. Yessian com-
mented on some of the things that he felt that needed to be done
7 years ago, and, in fact, we quite on our own, and I think to our
great credit, have done many of those things. We agree that there
need to be uniform listing criteria. We agree that there need to be
urgency criteria. And these things have been done by UNOS that
have not been done in any other part of the medical area. We have
national agreement of these things. So I think that that is a system
that is going very well.

Do I think that the policies we have today are the last policies
we will have? No. I don’t think so.

Mr. SHAYS. Now, I need to ask you more specifically, then I'm
going to go to you, Mr. Barrett, in about 5 minutes here. I need
to know, are we getting enough donors?

Dr. HUNSICKER. No. You've given me a chance to say something.
One area where everybody in this field agrees, the Secretary, all
of the members of UNOS, the ones who are unhappy with the cur-
rent, everybody agrees that the issue is donation.

Mr. SHAYS. OK. So we all agree pretty much on that issue. The
second issue is based on your testimony. I gather from you that you
are pretty comfortable with how we are allocating the organs, that
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you think the system works pretty well. And I gather from both Dr.
Fox and Dr. Yessian that we have some problems here, but I want
to understand you first. Do you think the way we are allocating or-
gans is working well?

Dr. HUNSICKER. I personally have my thoughts about that. We
are evolving as an institution. I don’t want to sidestep you, Mr.
Chairman. It’'s not my intent to do that. The policies will change
over time, and I don’t want to substitute my opinions for the opin-
ions of the organization.

Mr. SHAYS. Let me just say you are here representing the organi-
zation, and I am going to pin you down unless you are telling me
that the organization simply doesn’t have an opinion.

Dr. HUNSICKER. No. The organization’s opinion is that where we
are is reasonable as a step in the direction that we need to be
going. We need to base our decisions on hard scientific facts as best
we can. We have looked at the scientific evidence. We have evolved
in that direction. I don’t imagine this is the end of the road for us
or for any group with respect to this issue.

Mr. SHAYS. What [ am struck with, though, is that you basically
have used your organization to try to communicate that you don’t
like the rules and regulations and it's eight pages. I'm going to
come back next round. I'm just going to tell you where I am coming
from so you can think about it.

Basically, I believe that since one of the key issues is getting
enough donors, that anything that we do that discourages donors
would not be a particularly positive thing, and so I kind of lean to-
ward what I perceive concerns Mr. Barrett. But I then see that
your regulations are about eight pages; correct? I mean that’s a
first for Government. I mean usually they're 800 pages, and they'd
be telling you every I to dot and every T to cross. They didn't tell
you, it strikes me, unless I'm incorrect—let me ask this question.
Dr. Fox, you haven't told UNOS how large the region has to be,
how large you have to distribute. You are still leaving that up to
UNOS

Dr. Fox. That is up to the transplant community to come back
and tell us how it should happen.

Mr. SHAYS. Yes; and so I'm just going to say to you I think that
they have done the minimum and they have left you the oppor-
tunity to have to deal with their concern. And I'm also struck by
the fact that you weren’t prepared to say to me quickly, “well, there
are solutions and we should do one, two, three, four, and five,” and
that you didn’t want to speak as an individual. But I asked you to
speak as an organization, so I'm going to go to Mr. Barrett, but I'm
just left with the feeling right now that the Federal Government
said, “we’ve got to expand the area in which we donate”—excuse
me, “in which we provide the organs.” They're leaving it up to you,
the private sector, through a monopoly, but the private sector, to
debate, and I'm left mostly with your testimony you're saying what
you don’t like. I want to also know before this hearing is over what
you want. So, Mr. Barrett.

Mr. BARRETT. Thank you, Mr. Chairman.

If my wife or one of my kids, any family member or friend need-
ed a transplant, I wouldn’t care what list they were on, I wouldn’t
care what level they were on, I would want them to get that trans-
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plant. And the problem that we face and the problem that you face
is that person might get a transplant and die 2 weeks later. But
if it were my wife or my kids or my mother, I would still want that
transplant. I wouldn’t care. I wouldn't care, and I hate to say that,
but that is a family member, that's somebody I love, and 1 think
probably every person in this room probably feels the same way.
But as you look to the greater good and where you can do the most
good for the most amount of people, the greatest number of people,
that is where it starts getting sticky.

And one of the concerns that I have, Dr. Fox, looking at your tes-
timony, you state under existing policies, for example, we cannot
provide Americans with the current 1l-year survival rates of pa-
tients and organ grafts. We cannot compare the performance of
transplant programs.

It seems to me that we are going down a road here where we are
saying even though we don't know whether we are going to do the
most good for the most amount of people or the greatest amount
of people, we are going to take this step. And it concerns me. It
concerns me if we are going to all of a sudden start putting those
organs in the people who would not live past a year anyway, are
we doing the greatest amount of good? And again, I'll stress if it’s
my wife or my kids, I want it anyway. But what are we doing as
a society if that’s where we are going? And we don’t know, and,
again, this is what concerns me. You say in your testimony we
don’t know.

Dr. Fox. Congressman, let me say first that we know that for
those people that get a transplant, they generally do well, and the
system works for those people that get a transplant. Survival rates
are the highest even in status category 1 and II. The problem is
that I have a cousin in California, I have a daughter in Alabama,
I have a sister in Nashville, I live in the District of Columbia. And
whether or not my chance or any family members of mine who are
all over this country have a chance to get a transplant should be
at least the same within the general sense if our medical conditions
are pretty much the same. And that is what we are saying.

The data, the data that was issued in the 1997 report was 1994
data. And that data was pooled with data back to the late 1980’s.
We feel that there is better information available. One of the things
that can happen is that doctors and patients we think should know
center-specific survival, they should know deaths on waiting list by
facility, they should know, we should have available the public
organ wastage, we should have the survival rates by specific setup.

Mr. BARRETT. But we do not have that, really.

Dr. Fox. We do not have that now. And we believe that that data
can be put out there, that it should be available and that people
can make up their own minds.

Mr. BARRETT. But shouldn’t we be doing that first? Isn’t this just
a crap shoot? Dr. Fox. And this is part of what we think the regula-
tions clarify as to make that information available. But the data
that we have available that again, and what we are asking, Con-
gressman, is UNOS has the data as a part of the contract, Sci-
entific Registry, and we're asking them as they put forward what-
ever the new allocation policy is, to use that data.
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Mr. BARRETT. So you’re saying that they have the data even
though you don't?

Dr. Fox. Yes, sir.

Mr. BARRETT. OK. Dr. Hunsicker.

Dr. HUNSICKER. I actually think that there is relatively little
trouble between UNOS and the Government with respect to the
data. We have actually played a leading role in terms of developing
center-specific information. We are doing what we can to shorten
the interval between collecting the information and presenting it,
and in fact, we have just recently taken an action at the board of
directors level to try to shorten that substantially by——

Mr. BARRETT. Let me read his statement again and ask whether
you agree with it then.

Dr. HUNSICKER. Yes.

Mr. BARRETT. Under existing policies, for example, we cannot
provide Americans with the current 1l-year survival rates of pa-
tients and organ grafts. We cannot compare the performance of
transplant programs. Do you agree with that statement?

Dr. HUNSICKER. No. We can do it better than in any other area
of medicine in the world. We can do it yet better than we are doing
it. His concern is that the data are older than they need to be, but
they are more current than any other analyses that have been done
anywhere else.

Mr. BARRETT. Can you define “better?” We do it better?

Dr. HUNSICKER. Yes. I think we can shorten the time between
collecting the information and doing the analyses by about a year,
something we’ve already taken to do, and we do this by eliminating
one step in the process, which is the separate validation step. This
is a technical—

Mr. SHAYS. Could I ask—I'm just not clear as to your answer. He
asked you if you agreed with the statement. You said we could do
it better. But the issue is is the statement true or isn’t it true.

Dr. HUNSICKER. Well, ask me the statement again, because I'm
still not sure I understand your question.

Mr. BARRETT. Under existing policies, for example, we cannot
provide Americans with the current 1-year survival rates of pa-
tients and organ grafts. We cannot compare the performance of
transplant programs.

Dr. HUNSICKER. If by current you mean data that are more cur-
rent than the 1994 report, based on the data up to 1994, we have
not done an analysis on the data since that time. That will be part
of the next report. If you ask can we compare centers, yes, we can
compare centers, and that information has been available in UNOS
since the first report, which was what, 1992, I think or something
like that, the first one we did.

Mr. BARRETT. OK.

Dr. HUNSICKER. So I think we can compare centers.

Mr. BARRETT. All right. I'd like to go down a different road here.
One of the concerns that has been raised to me is that we are see-
ing an increase in the number of managed care contracts that will
direct a patient to a particular center.

Mr. Yessian, you raised the issue of racial minorities, which is
an issue that concerns me greatly. I'm concerned that if we have
a policy that allows a managed care organization to refer me to, or
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an African-American or a poor person or an elderly person, I don’t
care who they are, in Milwaukee to the University of Pittsburgh,
the University of Alabama, UCLA, whatever, that is a pretty nifty
way to weed out some people if they can’t afford to go there and
sit. What impact does that trend have, first of all, on the under-
served poor, and second, what is that going to do to smaller re-
gional centers that do not have a contract with the managed care
company?

Mr. YEssIAN. I think that is a very crucial question, and I think
we need to carefully watch the data on how things operate that
way. I think that the differential has improved somewhat since we
did our study, but here again, I would say that how the Organ Pro-
curement Transplantation Network defines the rules that govern
allocation can significantly influence that and can limit what kinds
of policies apply in that way. Those rules have facilitated, have
been responsible, I believe, somewhat in the last few years to help
reduce the differential by virtue of the kind of point system they
have.

Mr. BARRETT. So you read these rules to allow UNOS——

Mr. YEsSIAN. Well, UNOS can——

Mr. BARRETT [continuing]. To prohibit a managed care contract
that would take a person out——

Mr. YESSIAN. No; I doubt—I don’t see how they could be that spe-
cific. No.

Mr. BARRETT. How could it do that? And again, this is—when
you are talking about a profit motive, when you are talking about
incredibly expensive procedures, I think that one of the most das-
tardly and hidden ways to control costs is to say, yes, you are on
this list, you are on your way out of town and the family, the fam-
ily knows they can't go wait in another locale for a long period of
time. And all of a sudden we are back to the pre-1984 days where
this becomes an economic asset that few people can afford. Again,
I want you to address what specifically in these rules will prohibit
that from happening, and if not, what needs to be added to these
rules to make sure that doesn’t happen.

Mr. YEssiaN. The rules as I understand them would give the
OPTN substantial flexibility in determining how the allocation
would proceed thereby—and tracking that such that if that kind of
unfortunate effect happened, it would be really obvious to the HHS
and we would bring that to light. I think that that’s not a tenable
situation. But the rules would govern allocation regardless of the
payment source. And if the effect of those rules is to add to the dif-
ferential, then clearly it’s not a system that is working in accord
with the HHS policy, which is to move on a patient-based system.
And as I read those rules, I read them carefully, they’re only eight
pages, but they did call for bringing attention to onerous transpor-
tation practices or other factors. As I understand it, those would be
within the prerogative of the Organ Procurement Transplantation
Network to address. It would not be tenable to have a system that
would allow that kind of lack of access.

Mr. BARRETT. Again, that goes back to my concern about
subrules and regulations.

Mr. YESSIAN. Yes.
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Mr. BARRETT. And all a sudden these eight pages start balloon-
ing.

Dr. Fox—maybe I will ask any of the six of you here what is the
trend right now, with the managed care organizations or any other
insurance companies for that matter, what is the trend, who are
they entering into contracts with, are they entering into contracts
more likely with large ones, which again could ultimately have the
impact of taking away smaller regional ones, which in the long run
would mean that people would have to leave their communities and
go to these larger centers, which again gets us back to pre-1984?

Dr. Fox. I would think there’s no blanket answer to that, that
it really depends on the part of the country you are in. Part of our
concern in this whole issue is that right now, again depending
where you live, and it’s certainly not true in Wisconsin because of
the shorter waiting time, but the patients have to often go to the
organs. Witness the man in New York who recently chartered a
Lear jet to take him to Florida to have a transplant, and what we
think will happen under a policy that tends to equalize waiting
times is that hopefully the organs are going to come to the pa-
tients, that a patient that happens to be in a small transplant cen-
ter is more likely to get a match because there is going to be a big-
ger pool of organs to match from. And as it is now, to turn that
around a little bit, a managed skill organization may prohibit you,
may prohibit you under your plan from flying you two States or
three States over to get a transplant and because they will not
allow that and there is no match available in your local area, you
die. And we think that—so this, we believe, again depending upon
how the policy is put forward by OPTN, may very well improve pa-
tients’ chances both getting a match and being able to stay in their
local area.

Mr. BARRETT. Dr. Hunsicker.

Dr. HUNSICKER. The different insurance companies behave dif-
ferently. There is some consortia there.

Mr. SHAYS. Louder, Doctor.

Dr. HUNSICKER. I'm sorry. Different insurance companies and
consortia handle this issue differently. Some contract with many
and some have a very narrow list of centers with which they deal
in order to try to get large numbers of transplants at one center.
The ones that do the latter do tend to draw patients away from
their homes, and if the livers or the organs in general did follow
those, those would tend to put at risk the local centers that might
not be able to compete for those and that could in fact in my opin-
ion put at risk the access to transplantation locally by patients ei-
ther who could not travel or who are poor or otherwise need to get
their care within their State. But I think that it is only fair to say
that different insurance companies handle this issue quite dif-
ferently.

Mr. BARRETT. Chairman Shays.

Mr. SMOLONSKY. Excuse me, Mr. Barrett. I just wanted to ad-
dress one of your points. You were concerned about possible dis-
crimination along racial lines because of—

Mr. BARRETT. A little louder.

Mr. SMOLONSKY. You were concerned about possible discrimina-
tion along racial lines because of trends in managed care. I can’t
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address that, and I cannot tell you that we know of any specific
discrimination that occurs in the OPTN along racial lines. But I
can tell you that in Milwaukee if you are waiting for a liver, blacks
wait three times as long as whites. And if you are waiting for a
kidney, blacks wait twice as long as whites.

Mr. BARRETT. In Milwaukee.

Mr. SMOLONSKY. In Milwaukee. Just in Milwaukee, not Madison.

Mr. BARRETT. And what do you attribute that to?

Mr. SMOLONSKY. That is just what the raw data shows. There
may be some explanation for that, but it is something to be con-
cerned about. It i1s something to be looked at.

Also, there are differences in the waiting times between the
Madison transplant center and the Milwaukee transplant center.
In Madison generally you have to wait much longer for a trans-
plant than you do in Milwaukee, and part of that may be attrib-
utable to the fact that you have two OPQO’s here with two allocation
regions. But these kinds of data are what needs to be explored by
the OPTN, and the final point I wanted to make is that there's
been a lot of discussion here, particularly in Dr. Hunsicker’s open
comments, about what the regulation would do. He said that the
regulation—he has evidence, he said, that the regulation would
cause more deaths. He has evidence, he said, that the regulation
would cause longer waiting times. Well, he may have some evi-
dence and we would like to see it, but the truth is, as Chairman
Shays pointed out, it’s a minimal regulation. It prescribes no medi-
cal decisions. It leaves all medical decisions up to the OPTN. There
is no allocation policy in the regulation. We are asking the OPTN
to come up with an allocation policy, and we don’t have one that
is in place.

Mr. BARRETT. OK. Very briefly, Mr. Chairman. I agree with you
that he made that statement. At the same time Dr. Fox made the
following statement: The OPTN must not be so paralyzed by con-
troversy and division that it does not act to change a system that
is unfair to patients and that may be allowing patients to die un-
necessarily. So I think he uses the word “may.” Maybe he uses the
word “does,” but I think that we are seeing countercharges as to
which policy would deny or would lead to more deaths. I am con-
cerned, and I don’t know, Dr. Yessian, if you have any views, again
on the rational disparity, and I would ask your office to do an up-
date on that if you could, please, because I think that that is some-
thing that’s, that under any standpoint can’t be acceptable. What
is y)our analysis as to why we see that disparity, that racial dispar-
ity?

Mr. YESSIAN. Oh, it's such a complicated factor, and I would cer-
tainly not tend to sound authoritative that I have any one answer.
In our report of 7 years ago we reviewed the various possible
causes. Many of them are very technical and medical in nature.
Clearly, one is the rate of donations among minorities is important,
and the more donations you have among blacks and other minori-
ties, the more they’re apt to find organs that will be suitable, and
that has improved somewhat, I understand. But there’s a series of
other factors, including income, including living style, if you will,
including what the—and this is what generated a lot of controversy
at the time, but the American Medical Association Council on Judi-
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cial Ethics itself said could be subconscious bias in various ways.
There’s no one factor here, but I think it would help to have a clear
tracking of what is happening there and whether we've had
progress, and to have that be a fair system it seems to be on a na-
tional basis would be one where that gap closes significantly.

Mr. SHAYS. Let me just say I'm prepared to go on a speck longer.
Does the recorder need any——

The REPORTER. I need to change my paper.

Mr. SHAYS. OK. Just for those of you here, we are going to have
about a 20-minute break from the first panel to the second, in part
because we have one recorder. The one thing I'm certain of is there
is one person in this room that is working every second and that
is the recorder, and we're going to make sure that she has some
time off. And then it’s going to be my intention to go to panel II,
and then we’re going to have a slight break for the recorder again,
and then we are going to go and invite the audience to make com-
ments.

What we’re going to do, it’s basically—this isn’t for the record, so
you don’t have to record this.

[Discussion held off the record.]

Mr. SHAYs. I'd like to just ask a few questions. The bottom line
is we have an eight-page regulation that in my judgment allows for
a lot of flexibility, but it does say you give way to I over III. Cor-
rect? I mean that we have to provide—the ones who are in the
greatest need are the ones that should have the first opportunity
to get an organ; is that correct?

Dr. FoX. Again, with the caveat, Mr. Chairman, that's actually
stated in the reg that there be an efficient use of the organs that
are available.

Mr. SHAYS. OK. Dr. Hunsicker, do you think that is an unreason-
able request?

Dr. HUNSICKER. Actually, I was going to quote the section from
the thing, but you probably have it up there.

Mr. SHAYS. A little louder.

Dr. HUNSICKER. I was going to quote the actual section from the
regulations, which is to allocate organs among transplant can-
didates in order of decreasing medical urgency status with waiting
time used to break ties. That is an explicit part of the regulation.

Mr. SHAYS. Right.

Dr. HUNSICKER. That would require us—by my reading that
would require us to transplant the patients in the most urgent cat-
egory first all the time, a requirement that I think is medically un-
wise.

Mr. SHAYS. OK. If you don’t mind, I would like just to——

Dr. Fox. If I could comment and then Dr. Raub. Obviously this
is going to vary by organ, Mr. Chairman.

Mr. SHAYS. Right.

Dr. Fox. Kidneys where you have dialysis, there are rescue tech-
niques if someone is ill. It doesn’t mean that someone can’t be at
death’s door, but it’s going to play out we think differently as op-
posed to livers where there is no rescue technique. So we fully an-
ticipate that the policies are not going to be identical.
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Dr. RAUB. Mr. Chairman, just to add that the current policy is
based on medical urgency and the regulation reinforces that, that
idea. The regulation does, however, require that the same——

Mr. SHAYS. Let me ask you, the present regulation or the present
contract?

Dr. RAUB. The regulation.

Mr. SHAYS. The regulation right now on the books——

Dr. RauB. No, no. The one that has been issued here with the
delayed——

Mr. SHAYS. Right. But you said, I thought you said the present
law or something. I want to understand:

Dr. RAuUB. This regulation. What you’re addressing.

Mr. SHAYS. Yes. It has not yet been implemented.

Dr. RAUB. Correct.

Mr. SHAYS. But it has a comment period, but it will be imple-
mented. It’s not a potential rule, it is the rule.

Dr. RAUB. And that was why I was referring to it as the regula-
tion. It endorses the current principle of medical urgency in the al-
location.

Mr. SHAYS. So it is a current principle but not a regulation? I
just want to understand.

Dr. RAUB. Yes.

Dr. Fox. The current policy, the current UNOS policy is medical
urgency that is applied now. It’s just applied within a local area,
so that is the current policy of the OPTN.

Mr. SHAYS. All right. OK.

Dr. HUNSICKER. Could I comment on that?

Mr. SHAYS. Let me just make sure, any other comment?

Dr. RAUB. Well, where I was going with that point, Mr. Chair-
man, is that the regulation that you are now considering does not
even go so far as to require that the same four current categories
in the policy be continued. That is there is 1, 2A, 2B and 3. It
leaves the discretion to the transplant community in coming back
with its proposal to, among other things, assess whether more or
fewer categories.

Mr. SHAYS. Now, this is a rule that would take effect in about
60 days from now?

Dr. Fox. Thirty days.

Mr. SHAYS. About 30 days.

Dr. Fox. It was 30 days after the end of comment period, which
was 60 days. So from the date of publication it would take affect
in 90 days.

Mr. SHaYs. Right. OK. And the bottom line is that then UNOS
comes back and says this is what we think lives up to the spirit
of the regulation and you would then be able to respond and say
yes, it does or doesn’t?

Dr. Fox. Yes, sir.

Dr. RAUB. And that was my point, Mr. Chairman, that the regu-
lation calls for a proposal to come back addressing these principles.

Mr. SHAYS. God works in strange and mysterious ways here.

OK. Yes.

Dr. HUNSICKER. What I wanted to say about the issue of the cur-
rent policy is that the current policy has grown up in the setting
of extensive computer modeling of what the outcome is in terms of




65

allocations. The current policy does assign the organ within a local
region to the most seriously ill or the patient in the most serious
category but is still capable of benefiting. But it was recognized
that if the sharing areas were widely changed, that that would lead
to a much larger fraction of patients being transplanted in this
most severe category, and that was one of the major reasons why
the group chose not to go down that route. There could be other
ways of approaching this.

Mr. SHAYS. I'm missing your point. Since this is your point, make
it again.

Dr. HUNSICKER. Yes. The point is that the current policies do in
fact locally allocate the organ to the most severe category, but it
does that in the understanding of what the overall distribution is
amongst patients in the most severe category and the lesser severe
categories. Changing to a much larger list, irrespective of exactly
how that is defined, will change——

Mr. SHAYS. Determined by your organization, by the way.

Dr. HUNSICKER. Which we would presumably determine based on
what he said. That’s—I don’t want to get into that issue right here.
That'’s not relevant for the moment.

Mr. SHAYS. With all due respect, it is very relevant.

Dr. HUNSICKER. OK. The issue——

1:1/11'. SHAYS. And it may be off the point you want to make
and——

Dr. HUNSICKER. Yes; that’s what I meant. Off the point.

Mr. SHAYS. I don’t mean to distract you. Make your point. I'm
sorry.

Dr. HUNSICKER. The point is that if we go in fact with a policy
that requires transplanting uniformly, the patients in the most se-
vere category first, in a very wide or a much wider sharing area,
the consequence will be to shift the fraction of patients in the dif-
ferent severity areas, something that the community looked at and
believed was unwise. So it's the two pieces together. It’s the shar-
ing area and the sickest first or the most severe category first that
determines the distribution of patients.

Mr. SHAYS. Thank you. Let me just tell you the two other areas
I want to get to. It is surprising to me that statistics are not avail-
able on a current basis, and I really want to ask you, Dr. Fox, what
took 13 years to get HHS to ask UNOS to provide better docu-
mentation?

Dr. Fox. Well, one, this has been an evolutionary process, as
we've already mentioned, that the congressional intent has changed
over time and as recently as 1990, 1990, there was specific lan-
guage charging the Department to look at a national system that
was equitable to patients. I think that is the exact language. The
NPRM was issued in 1994. This is a tremendously complicated
issue as I think everybody, I think that’s another thing that every-
body would agree on. There are very few things that we probably
all would agree on, but I think that is one of the others in addition
to donation. And there’s been a lot of discussion both within the
Department and outside the Department. We had hearings, there
was public input in 1994, again in 1996. The OPTN was moving
toward some different allocation policies in liver in 1996 and that
did not happen, and it’s a combination of the fact that we have had
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a lot of deliberation on what would be the best approach. And we
think we have come down, quite frankly, Mr. Chairman, as a result
of the time and tremendous amount of attention that this has re-
ceived in and outside of the Department to the best approach we
could take, and I think that is why we are here with eight pages
today because of its relevance of specifying allocation policy in regs
because it is something that will change over time. It is some-
thing——

Mr. SHAYS. Well, you're going a little beyond. You're trying to
make another point. I just wanted to know about the statistics
themselves. The bottom line to me is that—You want to make a
comment, Doctor?

Dr. FOx. I'm sorry. I thought you alluded to the regulation, not
the statistics.

Mr. SHAYS. No. I'm sorry. I didn’t make it as clear as I should
have. It seems to me it's taken a heck of a long time to ask UNOS
to provide statistics that are a little more reliable.

Dr. Fox. Let met defer to Bill but just to say that we've—there’s
been a lot of discussion within the Department with UNOS over
the years about trying to get data, and this has been a very prob-
lematic area for us, for the Department.

Mr. SHAYS. This would be one thing that our committee will real-
ly address because this should be a no-brainer.

Dr. RAuB. I would make two points, Mr. Chairman. One is in
hindsight, it would have been desirable to move earlier in terms of
getting this kind of information, but also this is part of a larger
trend with respect to medicine of putting more emphasis on getting
timely, accurate information for patients and their physicians rath-
er than imposing Government requirements of volumes of trans-
plants or particular outcomes, and as we were developing this regu-
lation, it seemed to us that information——

Mr. SHAYS. Just lower your mic a little bit. It picks up at the top
rather than the bottom.

Dr. Raus. It seems to us that information, timely, accurate, cen-
ter specific, was the best thing we could do for the community of
patients and their referring physicians. Under the current policies,
the center-specific information is available every 3 years, and it’s
3 years old when it comes out. The performance goal in the regula-
tion is that it come out every 6 months and be no more than 6
months old when it comes out.

Mr. SHAYS. Let me ask you, that seems reasonable, Dr.
Hunsicker. You should be able to provide that data within 6
months; is that——

Dr. HUNSICKER. The providing the analysis within 6 months ac-
tually is a bit of a push. This actually is my area of medical spe-
cialization, if you will. You will understand that if you are going
to collect data on a patient, on patients let’s say in the calendar
year 1994, the patient hasn’t even been transplanted until the end
of 1994, let's say, so you’ve got then some of those patients are al-
ready a year out of date. You then want 1-year followup. You're al-
ready a second year out of date. You then have to get the data
through the system and get the analyses done. That gives you a
total of about another year, and that is about the state-of-the-art.



67

There is no group that turns around their data faster in this re-
spect than UNOS.

Now, I agree with HHS that we can shorten that time, and we
have in fact just done that or made that step in that direction at
the UNOS board meeting by agreeing to delete a separate data val-
idation step, and that should speed up the turnaround by a year.
I don’t think that there is a substantial disagreement in the intent
of the data issues between HHS and UNOS. I would say that doing
it every 6 months on a center-specific risk-adjusted basis would be
quite an undertaking.

Mr. SHAYS. Do the rules say 6 months or do they say—OK.

Dr. HUNSICKER. It’'s—the rules say that they should be updated
every 6 months, but they don'’t say exactly what——

Mr. SHAYS. What update means.

Dr. HUNSICKER. Well, or what pieces. And so——

Mr. SHAYS. There’s a little bit of flexibility in dialog.

Dr. HUNSICKER. Yes; I don’t think that’s an area of real dispute.

Mr. SHAYS. Well, there’s one area that’s not for real dispute, and
we haven’t even gotten into this, and it’s the whole issue of how
we increase the number of donors.

D1}-il HUNSICKER. I agree with you. We don’t have much dispute
on this.

Mr. SHAYS. And I will say that in the end that whatever regula-
tion is adopted, excuse me, if this rule goes through, however the
rule is implemented, it better do something to encourage more do-
nors rather than less. I'm a little confused by your comment on, Dr.
Fox, on page 5 of your statement. Maybe it’s relating to something
else. The Department estimates the number of donors nationwide
could increase by 20 percent within 2 years of the publication of
the final rule. What inherently is in there in your rule to increase
the number of donors?

Dr. Fox. OK. We’re alluding to the hospitals, the conditions of
participation.

Mr. SHAYS. The other rule.

Dr. Fox. Right, the other rule. Theyre tandem, they're not the
same rule, but they were issued——

Mr. SHAYS. Fair enough.

Dr. Fox. And in Pennsylvania there’s actually more than a 20-
percent increase. They have done it as a State law. So we think
that that will really help nationwide. It’s not the only thing we
need to do, but it certainly will have a significant impact.

Mr. SHAYS. And that’s your Department’s contribution on how we
could increase——

Dr. Fox. It’s one—actually there was initiative that was lodged
by the administration by the Vice President back in December. We
are partnering with AMA, with the Coalition on Donation, with
black churches, with the bar association, with a number of different
groups, professional and public, trying to look at ways we can both
increase the visibility. There’s been a lot of work done with Federal
employees as well, and so there’s a lot that’s happening in that
area. We think there’s not any one thing that we need to do on do-
nation, it’s probably a whole series of things of which the condi-
tions of participation will have a significant impact, but we need
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to do more than that, and it may have a broad initiative that’s al-
ready underway.

Mr. SHAYS. I always make my staff uneasy when I say this, but
that may be another hearing just on how we do increase the num-
ber of donors. I realize they relate to this, but I'm basically done
other than allowing you, Dr. Hunsicker, or Mr. Graham to respond,
and then do you have something Mr. Graham?

Mr. GRaHAM. I would, if I could, I would like to come back to a
point that we were talking about earlier.

Mr. SHAYS. Not about donors?

Mr. GraHAM. No.

Mr. SHAays. OK. I do want to make sure—T'll let you come back.
I just want to understand UNOS’ suggestions on how we increase
the number of donors. Not in great depth. I just want to know——

Dr. HUNSICKER. Very briefly, UNOS supports pretty strongly the
other set of rules which have to do with increasing donation. We
have no problems there. The concern we have with respect to this
set of rules we are looking at today is that if the impact were to
reduce the number of local transplant organizations, that the sec-
ondary consequence of that is likely to be a decrease in donations.
The reason for that is that every time we have seen a transplant
center open we have seen the rate of donation increasing. We be-
lieve that the presence of transplantation in a community, what
size I don't know, is important to motivating the awareness of the
citizens about organ transplantation and donation and that losing
local transplant centers would have a very adverse effect on dona-
tion.

Mr. SHAYS. Let me just come back to you just to pursue this. I
mean would there be a consensus, Dr. Yessian or Dr. Fox, that
local transplant centers do have a role in increasing the number of
donors?

Dr. Fox. I would say they do, along with all transplant centers,
but all organizations. The problem is basically the people don’t
think about donating, or they do think about it and as I have, put
it on their driver’s license, but they don’t tell their family, so that
when something happens, a surgeon may be hesitant to take the
organs because the family doesn’t consent, so there’s a role there.
There’s definitely a role, and we support that.

Mr. SHAYS. Yes.

Dr. RAUB. I think we have to be very careful, though, with the
notion that the motivation for donation is essentially geared for or-
gans going locally.

Mr. SHAYS. You say motivation is essentially what?

Dr. RAUB. Geared to organs that are donated being used locally.
UNOS’ own data through commissioned studies has not shown that
to be the case. Let me also say on that point that we're in an area
here that has an exemplary record in terms of organ donation. I
think few, if any, exceed what is being accomplished in this area.

Mr. SHAYS. Right. In Milwaukee.

Dr. RAUB. In Milwaukee and in Wisconsin generally, I believe.
And maybe, and we have made the point in the past, too, that more
attention can be focused on holding organ procurement organiza-
tions around the country accountable for their performance so that
some are clearly lagging, why is that, and should they continue to
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be Medicare certified. And maybe we can do more in learning from
the Wisconsin situation that can help the performance of others.

And I point out in that regard, too, one of the things we noticed,
you mentioned on the black/white issue before, and I don’t know if
this has improved, but as simple as it may sound, one of the rea-
sons it seemed that there weren’t as many black donations were
that few organ procurement organizations had black procurement
coordinators. Hopefully that’s improved significantly.

Mr. SHAYS. Bottom line, about 50 percent of all transplants are
paid for by the Federal Government one way or the other?

Dr. Fox. Close to that.

Mr. SHAYS. Yes. Let me say to you I'm going to go to Mr. Barrett,
and then I'll make my comments, but you have the floor.

Mr. BARRETT. Oh, thank you.

With respect to the other rule, was that issued as a final rule or
proposed final rule?

Dr. Fox. Proposed. It’s proposed for public comment.

Mr. BARRETT. 1 have to acknowledge that and, Mr. Yessian,
maybe I'll ask you first, how unusual-—maybe this does not fall
under the purview of the Inspector General, but we have here a
final rule that has been promulgated. In the other case we have a
proposed final rule. What significance do you read into that?

Mr. YESSIAN. I'm not sure that I read any. I don’t know. This
proposed rule, the final rule here, that we are talking about here
tgday to me has been something that’s had a long gestation so
that——

Mr. BARRETT. How unusual is it for an agency to issue a final
rule as opposed to a proposed final rule?

Mr. YEssIAN. I would defer to Dr. Fox on that.

D;l. RAUB. The final rule that you're considering falls on a pro-
posal.

Mr. BARRETT. A proposed final rule?

Dr. RAuB. No. Yes. A notice of proposed rulemaking is the official
term.

Mr. BARRETT. A proposed final rule?

Dr. RAUB. Well, that’s not the term, sir.

Mr. BARRETT. OK. Well, what is—compare and contrast what’s
done and—we’ve got two rules here. I want to know the——

Mr. SMOLONSKY. Excuse me, Mr. Barrett, but if I may, there ac-
tually is no difference in the process between the two rules. Both
of them have started out as an NPRM. The hospital conditions of
participation reg is in the NPRM status now. The second reg is
now in the final status pursuant to being in an NPRM status. So
as far as we are concerned, there’s absolutely no difference in the
process between the two rules. I'm just talking about process. Obvi-
ously there is difference in content.

Mr. BARRETT. So you are saying that they are identical?

Mr. SMOLONSKY. In terms of process, yes.

Mr. SHAYS. The bottom line is the proposed rule can be changed.
This rule will not be changed. There is a distinct difference.

Dr. Fox. Well, this rule is issued with a 60-day comment period
and I think it’s the intent of the Department, and correct me if I'm
wrong, but that during this comment period, even though this is
a final rule, that if there are compelling reasons to change or mod-
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ifydthis rule, that the Department has expressed an unwillingness
to do so.

Mr. SHAYS. So the bottom line is that I can almost make an as-
sumption it has almost the sense of a proposed rule. The bottom
line is you have the legal ability to go with this rule without
change and move it along quicker, but you are making the point—
I'm sorry to interrupt. You're making the point that you have an
open mind to changing the rule if you think there is merit to it.

Dr. Fox. The dilemma is this, Mr. Chairman: The proposed rule-
making that this rule went through earlier, there was a prolonged
comment period. We're down to final rule now. What we want to
do is get this rule out, get it into effect and get going with it, but
there is a provision issued, and the way this rule was issued, even
though it was issued as a final rule, that, one, there can be a com-
ment period, but the Department also can, it can go with the rule
as written, but if there’s a sense of desperation that there are com-
pelling reasons, we can also change that rule, make modifications
in it prior to it going into place.

Mr. BARRETT. OK. Again, I'm going to apologize for following up
on this, but I want to make sure I understand it. Has there been
between—or has there ever been opportunity for this language to
be commented on by the—this language to be commented on by the
public prior to this final decision?

Dr. Fox. The major provisions of this rule were published in
1994, and there was public comment during that time and again
in 1996.

Mr. BARRETT. Dr. Hunsicker, do you agree with that?

Dr. HUNSICKER. I believe that there is some significant parts of
this rule that have come out that were not in the prior period.

Mr. BARRETT. Specifically what?

Mr. SHAYS. Please speak a little louder.

Dr. HUNSICKER. I'm sorry. I believe that there are some parts of
the present rule which were not contained in the prior proposed,
notice of proposed rulemaking that are really the, some of the
areas——

Mr. BARRETT. The geography?

Dr. HUNSICKER. The issue of a specific statement about the sick-
est patients first and the geography.

Mr. BARRETT. Was the geography in the 1994?

Mr. SMOLONSKY. Mr. Barrett, Congressman Barrett, if I may,
they were both issued, both rules were issued——

Mr. BARRETT. Was the geography in the 1994 rule?

Mr. SMOLONSKY. Mention of geography and the allocation issue
was mentioned in the 1994 NPRM.

Mr. BARRETT. In the same way that it’s mentioned here?

Mr. SMOLONSKY. No. But whenever you issue an NPRM and it’s
out for public comment, the final rule can change in response to
that comment. .

Mr. BARRETT. I think you understand what my concern is. [ don’t
want the Department pulling a fast one on this one.

Mr. SMOLONSKY. Well, it's not a fast one. In fact, we have bent
over—we have done something unusual in the opposite direction
with this rule. We have allowed an additional 60-day public com-
ment period, which we do not usually do. We have allowed a 30-
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day delayed effective date to the final rule which we do not usually
do. And we have taken the extraordinary step of saying that if any-
thing, if we learn anything during the comment period, we will
delay the effective rule even further. So we’re not only not trying
to pull a fast one, we are doing the exact opposite. We are trying
to go as slow as possible to achieve as much consensus as possible.
We have responded at every turn I think to outcries of unfairness,
and if there is anything we have done in this process, it's been to
be fair and open. And I think our record would stand on that.

Mr. GRAHAM. Mr. Barrett. Could I comment on that question?

Mr. BARRETT. Yes.

Mr. GRaHAM. From UNOS’ perspective looking back at the pro-
posed rule and comparing it to what we are seeing today, we are
seeing a fairly significant change in how it plays out. And that goes
back to something I wanted to say earlier, and that is that we have
been operating under a contract with HHS. HHS has been over-
seeing the activities of the OPTN through that contract for the last
11 years. We went through an elaborate process in which we evalu-
ated over 100 different organ allocation proposals and put them
through the modeling system that Dr. Hunsicker described earlier
to evaluate their relative merits. This was done by the entire trans-
plant community. At the same time that the proposed rules were
being published—those proposed rules were published with what
we understood to be that the Department would receive the rec-
ommendations from the community and determine whether or not
to accept those. These rules have a fundamentally different ap-
proach. It is that the Department has decided what the rules
should be in general and have given general guidance and then the
OPTN has to make a proposal and they will determine, the Depart-
ment will determine whether to accept those or whether to issue
rules that the Department might develop. And that’s a fundamen-
tally different change in how the whole process was seen to be done
in the notice of public rulemaking before.

Mr. BARRETT. OK. I think probably the best way for us to pro-
ceed is if the Department could simply get us copies of the 1994
and 1996 proposals and we can look——

Mr. SMOLONSKY. Yes. Someone actually—someone just has hand-
ed me, I will admit it’s a selected page from——

Mr. SHAYS. A little louder.

Mr. SMOLONSKY. Someone just handed me a selected page from
the NPRM from 1994, but I will read you one section which in dis-
cussing changes in policies says that some policies intended to
maximize transplant outcomes and based on sound scientific data
may have adverse implications for one ethnic group in particular
or for residents of particular geographic areas. So we definitely
sounded the alarm in 1994 that we were concerned about geo-
graphic inequities.

Mr. BARRETT. OK. I'm just about done, Mr. Chairman.

Mr. SHAYS. Sure.

Mr. BARRETT. One of the concerns that has been raised, and that
I think there is also agreement on is the criteria for placing people
on different levels. My understanding is that along with these rules
or the interim rules is that no one who is on a list right now will
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be essentially bumped. Have we rewarded medical centers who
have inappropriately put people on lists by doing that?

Dr. Fox. Well, I think that the way we would like to think about
it, Mr. Barrett, is that we have protected and not adversely im-
pacted people that because of timing might be impacted otherwise.
And we feel it’s appropriate to have a grandfather provision. That
is really what this is. It can be of length determined by the OPTN.
We've not said how long that grandfather provision should apply.
We've not said exactly how the grandfather provision should be put
in place, but we’ve not even mandated that for all organs there be
a grandfather provision. We've left that up to the OPTN. And I
think again we’ve applied a principle that we think protects people
that are on the list now but not said how to do that and left that
up to the transplant community.

Mr. BARRETT. Do you see that as a problem, Dr. Hunsicker?

Dr. HUNSICKER. 1 don’t believe that there’s any substantial dis-
agreement between the Secretary and ourselves with respect to
listing criteria or severity criteria. We actually were the ones that,
how shall I say, developed this idea. It was largely an idea that
came from the community——

Mr. BARRETT. I understand. That’s not my question. My question
is

Dr. HUNSICKER. We have no problem with those parts of-

Mr. BARRETT. OK. And, again, that is not my question either. My
question is, and maybe I'm wrong here, that there is an interim,
there’s an interim period——

Dr. HUNSICKER. Yes, there is an interim transition

Mr. BARRETT. And if I'm a smart transplant center, I'm going to
have that baby backed up to 2020 with people who are on my list.

Dr. HUNSICKER. Is there the potential for doing that? I suppose.
I don’t know. I don’t like to put myself into the heads of other peo-
ple. Are the interests of the patients protected? Yes. The rule that
it has here has the mechanisms in it so that we can protect the
interests of patients that are currently listed. I don’t know that
that again directly answers your question.

Dr. Fox. Congressman, if I could just also add one other point.
It was the individuals on the list on the date the regulation was
published, so it doesn’t continue on.

Mr. BARRETT. Right. I guess that's why——

Dr. Fox. It’s a point, specific point in time.

Mr. BARRETT. I understand that.

Dr. FoX. Yes, sir.

Mr. BARRETT. OK. Thank you. Mr. Chairman.

Mr. SHAYS. I'd like to thank this panel. I know that a number
of you, if not all of you, don’t live in Milwaukee and you came here
and it’s important that we be here rather than in Washington, I
think, for this hearing. And I'm really happy we came. 1 find this
issue more intriguing than I imagined. I honestly don’t think that
our differences are as great as some may feel. I think that an eight-
page regulation gives UNOS a lot of flexibility. And I have this one
remaining concern that whatever regulation is implemented that it
not discourage donors, so that is an issue that we will be looking
at as well, but I think all of you have been very candid with us
and told us what you believe, and it’s been extraordinarily helpful.
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So I am grateful that you all came. And I will say to you that, I
will say to the audience that we are going to adjourn for a half
hour. We will start promptly—and Congress is capable of being
prompt.

Mr. BARRETT. When there’s two of us.

Mr. SHAYS. We will start promptly at 5 of, in fact maybe a few
minutes before because it’s not yet 25 after, and I don’t envision
that we will ask as many questions of our next panel because I
think that we are here more to listen to their testimony. And then
we will get into the audience who wants to participate. And the
rules again for that will be we’ll have a microphone for the third
panel. We will invite you to speak. We will have a few stand up
in line. When you are done you will give your name and address
for the recorder. And we will go from there. So we stand at recess
until no later than 5 of and maybe a few minutes before.

{Recess.]

Mr. SHAYS. I'd like to call this hearing to order and to announce
our witnesses for the second panel. It’s Susan Heitman, the mother
of a 13-year-old cystic fibrosis patient who died in December 1997,
while awaiting a lung transplant. Patricia Aschbacher, who re-
ceived a liver transplant. Patricia Hodgson, a donor family rep-
resentative. Paul Volek. Am I saying your name correctly? Director,
Wisconsin Donor Network. Anthony D’Alessandro.

Dr. D’ALESSANDRO. D’Alessandro.

Mr. SHAYS. D’Alessandro. I'm sorry. Dr. D’Alessandro.

Dr. D’ALESSANDRO. That’s correct.

Mr. SHAYS. Excuse me. A transplant surgeon. Robyn Shapiro, di-
rector of Center for Bioethics of Medical College of Wisconsin. And
John Fung, director, Starzl Transplant Center. Am I saying that
correctly?

Dr. FUNG. Yes.

Mr. SHAYS. University of Pittsburgh Medical Center.

It’s wonderful to have you all here. We will now swear you in,
and then we will, I think, just go down the row. Is that basically
how you lined them up?

If you would all stand, please, and raise your right hands.

[Witnesses sworn.]

Mr. SHAYS. Thank you. The record will note that everyone has
responded in the affirmative. Now, we’re going to try to accommo-
date the media to some extent. I think they have a microphone
that projects as well, but is this the one that we——

VOICE. Yes.

Mr. SHAYS. And let me just see if that’s—can you just talk——

VOICE. Yes.

Mr. SHAYS. Are you hearing back there? OK.

VOICE. A little louder, please.

Mr. SHAYS. Yes. We will be a little louder. She hasn’t said any-
thing yet. But if you can’t hear—Ms. Heitman, it’s wonderful to
have you here, and I know you are here as a mother who lost her
child, and I particularly thank you for your willingness to testify.
It’s very important we hear your testimony. Thank you for being
here.
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STATEMENTS OF SUSAN HEITMAN, MOTHER OF 13-YEAR-OLD
CYSTIC FIBROSIS PATIENT WHO DIED IN DECEMBER 1997
WHILE AWAITING A LUNG TRANSPLANT; PATRICIA
ASCHBACHER, LIVER TRANSPLANT RECIPIENT; PATRICIA
HODGSON, ORGAN DONOR FAMILY REPRESENTATIVE; PAUL
VOLEK, DIRECTOR, WISCONSIN DONOR NETWORK; ANTHONY
D’ALESSANDRO, M.D., TRANSPLANT SURGEON, UNIVERSITY
OF WISCONSIN-MADISON; ROBYN SHAPIRO, J.D., DIRECTOR,
CENTER FOR BIOETHICS, MEDICAL COLLEGE OF WISCON-
SIN; AND JOHN FUNG, M.D., DIRECTOR, STARZL TRANS-
PLANT CENTER, UNIVERSITY OF PITTSBURGH MEDICAL
CENTER

Ms. HEITMAN. Thank you. Thank you.

Thank you for the opportunity to share my son’s journey.

Mr. SHAYS. Let me just say that I'm going to require you hold
it up even closer. I'm sorry. It makes it a little more difficult.

Ms. HEITMAN. My name is Susan Heitman. My son Nathaniel
Benjamin was a 13-year-old. He died due to complications of cystic
fibrosis.

Mr. SHAYS. OK, I'm going to have you start over again. I'm hav-
ing a few people raise their hands. It’s important we hear your tes-
timony. I'm going to ask—there seems to be a little movement here.
We're going to just quiet down a bit. Is the other mic—no, that’s
the mic, but it just doesnt project as well as we'd like. We need
you to hold it almost like this and——

Ms. HEITMAN. Like this?

Mr. SHAYS. And then you also need to talk a little louder. Your
testimony is very important and we'd love people to hear it. You
can start all over again.

Ms. HEITMAN. Thank you for the opportunity to share my son’s
journey. My name is Susan Heitman. My son Nathaniel Benjamin
was a 13-year-old. He died due to complications of cystic fibrosis
while awaiting a lung transplant.

In March 1997, we were told that Nathaniel was a candidate for
a transplant. He had been getting sicker more frequently and was
requiring higher oxygen.

After the initial shock I began to plow through the insurance
maze. Nathaniel's primary pediatrician assured me that if the
transplant was medically necessary, the insurance would cover it.
The insurance company was not that clear. They offered us a num-
ber of options during the next 4 months.

One option was to move to Pennsylvania, North Carolina, or Mis-
souri as each of these States had facilities that had performed more
lung transplants than Children’s Hospital of Wisconsin. That would
mean that I would have to quit my job, lose the insurance coverage,
as I was the carrier, and split my family up for 1 to 2 years. This
was not possible. So we entered into the process of review. We met
with the medical director of the insurance company. He appeared
to share our concern regarding our son’s health. He led us to be-
lieve that the insurance company would cover the procedure, but
that we should go to the hospital that had the most transplants,
the best possible care in our State. At this time we were offered
the option of going to the University Hospitals in Madison. He pro-
moted their “Service of Excellence” as the place to go. As we ex-
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plored Madison, we discovered they had not done a lung transplant
on a child. This “Service of Excellence” was a title that did not nec-
essarily mean superior care for my child. It appeared to be a money
link.

The Madison evaluation was scheduled and done on July 7. After
brief introductions the doctor told me that Nathaniel was not a
candidate for their facility. He made soft remarks about him not
being a good candidate and he added that Nathaniel did not need
a transplant at that time and therefore would not be listed. As this
option was dissolving, we waited anxiously for the medical director
of the insurance company to contact us. We left numerous mes-
sages. We needed a summary of the Madison visit so that we could
pursue the final option, which was the Title 19-Katie Beckett in-
surance.

The next hurdie was incredible. The medical director would not
release this document. He conveyed we needed to write a letter to
absolve the company from further responsibilities regarding Na-
thaniel’s care. He gave us specific information and what to have in
the letter and told us to fax it to him. Again, we were compliant
with this request.

I thought I would then get the information that we needed to
proceed; however, the medical director stated that he would not be
able to get us this paperwork for a number of days. I felt as if Na-
thaniel was a pawn in a game and the game was all about who
would get stuck with the financial responsibility. The insurance
company appeared to make sure that it was not going to be them.
We were finally able to get a copy of the evaluation after I con-
tacted our attorney.

I want to impress upon you that families who are suffering with
a loved one who has a chronic illness do not have great stores of
energy. This entire saga was a great struggle for the family.

We then completed the comprehension application process for the
Katie Beckett-Title 19 coverage and Nathaniel was listed on this
program as of July 18.

The autumn proved to be a difficult time for him. Nathaniel was
hospitalized four times in 3 months. In October, we were told that
he would be considered for a transplant sooner than originally esti-
mated. We were issued a beeper. Nathaniel had contracted a bac-
terial sepsis. He had high blood sugars and his kidneys were not
functioning properly. After much prayer we decided not to place
Nathaniel on a ventilator. We continued to hold on to the hope that
he would be blessed with a miracle. We were told that if he had
3 days of negative cultures, he would continue to be considered for
the lung transplant. My husband and I were told nonverbally that
we didn’t need to worry about the availability of an organ. When
Nathaniel needed one, there would be one available.

Nathaniel did respond to the treatment. Unfortunately, he went
into kidney failure and contracted another sepsis, this time of a
fungal origin. Again, we were told that he was still a candidate for
a lung transplant if he again would have 3 days of negative cul-
tures. This did not happen. Nathaniel’s condition worsened and he
died at 5:30 on Sunday, December 7.

I think that the insurance company should work with us and for
us in funding the organ transplants. The 4 months in this case
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might not have made a difference for Nathaniel, but it brought our
family unnecessary stress and anxiety. Transplants are a risk and
necessitate difficult decisions for both patients and families. How-
ever, they are a reality of today’s medical technology.

As my story indicates, there are many hardships involved beyond
procurement and distribution of organs. Please remember to focus
on what is best for the patient and their family. Thank you.

Mr. SHAYS. Thank you, Ms. Heitman. When was Nathaniel born?

Ms. HEITMAN. In 1984, when all of these things started with——

Mr. SHAYS. Yes.

Ms. HEITMAN [continuing]. Decisions for transplants. Thank you.

[The prepared statement of Ms. Heitman follows:]
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Thank you for the opportunity to share my son's journey.

My name is Susan Heitman, my son, Nathaniel Benjamin was a 13 year old. He died December 7, 1997
due to complications of Cystic Pibrosis while awaiting a lung transplant.

My son demonstrated a lot of courage each day of his life. Each day he tolerated three hours of
treatment When hospitatized, that number could doable. .

1 hope that | can offer you a piece of his courage in a dear fashion so you may have a glimpse ato the
life challenges he met.

Our story consists of a review of events that occurted from March of 1997 through Nathaniel's death. The
focus Is on the hurdles that we weye forced to go through as a result of our insurance mandates. 1 will share
the cmotional component that my family endured and offer a ples to simplify the process, allow the physictans,
medical teams and families make choioes. Please remember to focus on what is best for the patient.

n March of 1997, we were told Nathaniel was a candidate for a lung traasplant. He had been getting
sicker more frequenty and his oxygen requirements were increasing.

After the initial shock, | began to plow through the insurance maze. My policy did not list tung
transplants as a covered benefit, however, Nathaniel's primary pediatridian assured me that if the
transplant was medically necessary, the insurance would cover it. The insurance company was not that
dear. They offered us a number of options during the aext 4 months.

Option 1: accept thelr fact that lung transplants are experimental and always flawed. Do aot consider
this treatment opdon. Essentially, go away and don’t come back.

Option 2: move to Pennsyivania, North Carolina or Missouri as each of these states had facilities that
had performed more lung transplants than Children's Hospital of WI. This would mean that 1 would have
to guit my job, lose the insurance, as I was the carrier and spht my family up for 1-2 years. This bizarre
option was provided after the administration became aware that we were not golng away and that we
knew that the transplant was not experimental.

Neither option was acceptable.

We entered into a process of review. We met with the medical director of the insarance company. He appeared
® share our conoerm re. our sans health. He led us @ believe that the insurance compary would cover the
procedure but that we should go to the hospital that would provide us with the best possibie care in the state. At
this thme the medical director offered us option 3, the University Hospital in Madison. He promoted their “Service of
Exoellence”. it sounded great, we would not have to relocate, split the family up and would be able to draw on our
sodial supports. This positive fecling lasted ever so briefly. As we explored Madison, we discovered they had not
done a lung transplant on a child. This “Service of Exceflence” was a tifie that did not mean superior care for my
child It appeared to be a money link. The medical director told us we st compiete a second opinion in Madison.

On July 7, 1997, Nathanie] and I drove to Madison. Nathaniel was most upset. He did not want to go
through morc tests or medical evaluarions. He had been in the hospital on numerous occasions. He did not
want to go through more to pleasce the insurance company. He was comfortable with the C.F. team at
Children’s Hospital. He trusted these people as a result of his 12 year history with them. The C¥ team at
Children's Hospltal were acutely aware of Nathaniel's strengths and limitations. They knew all of us and
as a result we were able to communicate well together. Nathaniel was unable to understand why he had to
go through MORE. Nathaniel was unabie to comprehend the importance of the coverage, Thank God. I was
compliant and literally begged him to endure this day. My son needed the transplant, [ wanted the
nsurance company to provide coverage, I wanted my son to survive, I wanted my family to survive,
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We arrived in Madison. The non-invasive appointment quickly turned into a painful, heart wrenching
experience. Our insurance provided case manager, whom I had only spoken to on the phone, promised me that
Nathaniel would not have to endure any painful procedures. She stated we would have Jung functions and speak
with the doctor | had in turn sold Nathandel this plan. He rusted me, 1 had never lied to him  And here we were,
In a strange place with somebody poking him with a large needie in his arm, trying uasuccessfully (o obtain an
arterial blood gas! This was very traumatic, the technidan did not prepare Nathaniel verbally or physically. The
technician was unable to acoess the artery, I can still see the needle bobbing back and forth In my son’s arm, I can
stiil see the tears running down his cheeks. In the background, another techalclan was standing behind me
saying “Who wams this transplant anyway?~ the tone was sarcastic, condesoending and cold.

Somehow, Nathaniel was able to pull strength from his soul to complete lung functions before being
seen by the doctor.

Afeer brief introductions, the doctor told me chat Nathaniel was not a candidate for their fadlity. He
made soft remarks about him not being a “good” candidate. The doctor also conveyed Nathaniel had
organtsms that were resistant to antibiodc treatment. This news was qulte upsetting. I had not heard this
before. He added that Nathaniel did not need a transplant at that time, and therefore would not be listed.

1 needed to Investigate the information regarding resistance. 1 also had to keep my wits about me
regarding the message that Nathaniel did not need a ransplant at that time. 1 knew this, the walting list
for lungs can be 1-2 years, The whole point of going through the evaluation was an attempt to be ready
when he was in need. It is common knowledge regarding listing anyone for any transplant that there are
no guarantees to heaith, conditions can Improve or decline rapidly.

The CF team at Children's had sent Nathaniel's cultures to Columbia to make sure he did not have a
resistance issue. Unfortunately, the physician in Madison did not review this study.

1 want you to understand the importance of having continuity of care. We were blessed to work with a
gronp of professionals that knew my child and cared for him in & holistic manner. The CF team was
connected to our family, as they become connected to all CF families due to the chronic nature of the disease.

At that poiat, 1 knew then that 1 could ot trust the insurapce company. It became dear that the
medical dicector did not plan on following through with authorizing Nathaniel's tansplaat. My heart was
being pleroed. We had batded for 4 months to get t the point of being allowed to go to Madison for the
second opinion at their “Service of Excellence”. The medlﬂldkmhndmldusdmmdr “service of
excellence” was the place to go for the best treatment. Due to niy compliance and desire to play by the
rules, 4 months that Nathaniel could have been on the walting list was wasted. My perception of reality
was that Madison had never transplanted a child and they wanted to have a perfect first candidate, My son
was not a perfect candidate, but to tell us that he had resistant organisms and that his lungs were good
enough were unprofessional statements to share with me.

As option 3 was dissolving, we waited anxioualy for the medical director of the Insurance company to
contact us. We left numerous messages. We needed a summary of the Madtson visit. I felt pressured to get
this document so we could pursue option 4: the Kare Beckett-Title 19 program.

The next hurdle was incredible, The medical director would not release this document. He conveyed we
needed to write a letter to absolve the company from further responsibilities regarding Nathaniel’s.care. He
gave us specific Information to indude in this letter and told us to FAX it to him. Again, we were compliant.
1 thought we would then get the information we needed o proceed. But, there was more game t%o be played.
The medical director stated he would not be able to get us the paperwork for a number of days.

The entire event was emotionally charged, however, this drama was most stressful. The energy
required to contend with dafly medical care and ‘regular’ life responsibilities was minimal. We had done
everything the insurance company had dictated. Time was passing. Our goal to-have our son listed for a

tranenlant wae nat haramine a reality
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1 felt as If Nathanie! was a pawn in a game. And the game was all about who would get stuck with the
finandal responsibility. The insurance company made suse it was not going to be them.

We were able to get a copy of the evaluation after | had contacted our attorney. Again, I want o
impress upon you that families with a loved onte suffering from a chronic iliness do not have greas stores
of enexgy. This entire saga was a struggle. | am grateful for the family love and support that we had. we
needed that support to proceed with the insurance batde.

A social worker at Children's Hospital was helpful in assising us in the comprehensive application process for
the Katie Beckett/Tide 19 coverage. Nathanicl was accepted {ato this program and listed July 18, 1997 at
Children's Hospital of W1. Katle Beckett Tide 19 would cover expenses. God Bless.

Once isted, Nathaniel had to endure preparatory sinus surgery in an attempt to keep his lungs as
healthy as possible before and after transplant.

The autumn proved to be a difficult time for him. Nathaniel was hospitalized 4 times in 3 months. In
October he was t0ld that he would be considered for transplant sooner than originally estimated. We were
{ssued a beeper.

It was most difficalt to know what questions to ask about the transplant. We were issued a rough draft of a
bookiet regarding the procedure. Nathaniel began working with a psychologist In preparation for the surgery.

The family was always hopeful that Nathanlel would be a successful transplant recipient. We made
tentative plans for family and friends to make meals, help care for my other son, etc. so things would be
as organized as possible when the wansplant would take place.

Nathanie! would have a few good days after a hospitalization and then he would begin to have inareased
fadgue and shormess of breath. He was hospitalized for the Anal tme on November 21, 1997. He was
admitted through the emergency room and then quickly transferred to the intensive care unit. We were told
to decide whether or not to put our son, Nathaniel, on a ventlator. Fear, anxiety, and grief surrounded us.

Nathaniel had contracted a bacterial sepsis. He had high blood sugars and his kidneys were not
fonctioning properly. After much prayer, we decided not to place Nathaniel on a ventilator. We continued to
hold on to the hope that he would be blessed with a miracle.

We were told that if he had 3 days of negadve aultures, he would continue to be a candidate for a lung
transplant My husband and 1 were told non-verbally, that we didn't need to worry about the avallability of
an organ, when Nathaniel needed one, there would be one available. At the time, 1 was so grateful. I did
not understand what had changed in the listing process, but 1 was feeling as if prayers were being
answered. 1 held tightly to this powerful message. Nathaniel did respond to the reatment, unfortunately,
he went into kidney failure and contracted another sepsis, this time of a fungal origin.

Again, we were told that he was stil a candidate for wansplant, but he had to again have 3 days of

negative cultures. This did not happen. Nathanlel's conditlon worsened, and he died at 5:30am on Sunday,
December 7, 1997.

The whole point behind this testimony is that insurance companles should work with and for us
towards funding organ trangplants. The 4 months wasted In this case might not have made the difference
for Nathantel. But it brought our family unnecessary stress and anxiety. Transplaats are a risk and
necessitate difficult decislons for both the patients and families. They are also a reality of todays medical
technology. As this story indicates, there are many bardships invoived beyond procurement and
distributlon of organs. Please remember to focus on what Is best for the patient and families.
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Mr. SHAYS. I'm going to—Ms. Aschbacher, I'm going to ask you
to hold the mic. I'm sorry. You really have to almost put it like an
inch away from your mouth. Why don’t you take it off the platform.
The platform can get out of your way there a little bit. Take your
time to get set. 'm going to ask you to really speak up. OK? Thank
you.

Ms. ASCHBACHER. Thank you for inviting me to this hearing. 1
am happy to share my story. My name is Pat Aschbacher. In April
1975, 1 had a hysterectomy and during surgery, I needed a blood
transfusion. I became very sick 5 weeks later and was hospitalized
at that time for 2 weeks. I was told that I had hepatitis. In 1983,
my doctor told me that my hepatitis was now called non A, non B.

Mr. SHAYS. Called C.

Ms. ASCHBACHER. Pardon?

Mr. SHAYS. Called C.

Ms. ASCHBACHER. Not yet, sir.

In 1990, my disease was renamed Hepatitis C. And it was deter-
mined that because of my liver problems, cirrhosis, portal hyper-
tension, varices in the esophagus and ascites, I would need a liver
transplant. My doctor referred me to the hepatologist at Froedtert
Hlospital, and in January 1991, I was evaluated for a liver trans-
plant.

After 17 years of struggling with Hepatitis C, I was put on a
liver transplant waiting list in 1992. It was a difficult decision that
I initially resisted. I thought that I would just try to live that way.
But when my doctor said, “Pat, I'm afraid we are going to lose
you,” I knew that I had much to lose as well—my family. On Au-
gust 21, only 16 days after being listed, and only a few days shy
of my 65th birthday, I received a call that a liver with my blood
type had been donated, and I received a transplant. For 5%2 years
now, I have had a wonderfully normal life.

I know this hearing is about waiting and allocation. I waited 16
days and I understand that many others have waited longer, but
when you are faced with death, 1 day can be an eternity. On Au-
gust 21, 1992, I was not the sickest person in the country, but like
every other recipient on the day of my transplant, I was the
luckiest and most grateful person in the country.

I love my husband, Jim. He is my greatest supporter. This July,
we will celebrate our 50th wedding anniversary. We have four ter-
rific kids and seven beautiful grandchildren. In May, we will see
our granddaughter get married. At the time of my transplant, my
husband was retired from a 37-year career at Harnischfeger. Qur
health care coverage would have enabled me to go to other trans-
plant centers, but I was happy with the high quality transplant
center here. I would never have considered relocating for my trans-
plant. The financial and emotional cost to my family would have
been overwhelming.

I have been very blessed and want to give back to my commu-
nity. My husband and I give time to organ donor awareness
projects in our area with the Wisconsin Donor Network. We distrib-
ute posters and information and 1 talk at health fairs, churches,
and hospitals. In fact, my donor, Donnie, was a patient at St.
Mary’s Hospital in Racine. I have gone there twice with the donor
network to share my experience with the ICU nurses that cared for
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him. In our own way, every day, I know that my family and I do
something to promote the benefits of donation and transplant. Un-
fortunately, there is still a long way to go to increase organ dona-
tion.

Some time ago when I was talking about donation at a health
fair, a woman commented that she would like to donate anything
she could to save someone’s life, but she would never donate her
liver. She said she wouldn’t want to help someone who had ruined
their health because of drinking and those patients didn’t deserve
a transplant. That really hurt me.

I calmly explained that I had gotten a liver transplant because
of a disease that I had acquired through no fault of my own. After
a few minutes of sharing my story, she apologized and told me I
had changed her mind. But that incident still bothers me. I felt
that I had been judged badly because I had a liver disease. There
are some who may think that organs shouldn’t go to alcoholics, or
to people who are almost 65 years old, or to people without the best
insurance. What really makes me angry is any talk about who is
worthy to be transplanted. My doctors determined I had a very
good chance of success with a transplant and they were right.

Tragically, donor organs are scarce. Until there are enough or-
gans available for transplant, recipients and patients will have to
endure discussion of who is most worthy. All of us are worthy, but
all of us won’t make it until the organ shortage is solved. Won’t you
please help to do what you can?

I could not end my testimony without telling you about the event
that has touched my heart the most. Over the years I had written
letters of thanks to my donor family. They don’t live far away. In
December, my prayers were answered and I received a letter from
my donor’'s sister. Donnie’s mother and his sister have come to our
home twice since then and we phone and send notes. I am very
grateful to them. They have become a second family to me.

I am grateful to God, my donor Donnie and his family, and to
the doctors, nurses, and transplant coordinators at Froedtert Hos-
pital. I am grateful for this indescribably wonderful gift that I have
been given. Thank you.

Mr. SHAYS. Thank you very much.

Ms. Hodgson. Now, we have—that mic is an amplifying mic, I be-
lieve, so let’s pull it out and let’s see. Yeah. You just need to put
it real close to you.

Ms. HODGSON. Can you hear me OK?

Mr. SHAYS. We hear you great.

Ms. HobpGsoN. 1 thought you would.

Thank you for this opportunity to submit testimony to this com-
mittee on behalf of all donor families. It is given in special loving
memory of my late husband, Jim, and all who have given the ulti-
mate gift of love, the gift of life, through organ donation.

My name is Patricia Hodgson. I am a registered nurse with 12%2
years experience in critical care. I'm also a former EMT. That is
an emergency medical technician.

Death can be sudden or painfully slow. It can be expected or it
can be the worst of surprises. I am familiar with death and dying
and grieving families.
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At 10 p.m., March 30, 1992, as I was about to leave for work I
found my 87-year-old husband, Jim, semiconscious, slumped in his
favorite chair in front of the television. After cursory assessment,
I established that he had suffered some neurological catastrophe.
My son helped me lift his limp body to the floor while my daughter
dialed 911.

Upon arrival in the emergency room, I informed the nurse that
I was pretty certain of this outcome. I told him Jim was a potential
organ donor and that everything should be done to put him on life
support. After valiant or in spite of valiant efforts by the neuro-
surgeon to stop the cerebral hemorrhage he had suffered, Jim was
placed on life support. Throughout the night his two young chil-
dren, his other family members and friends said their goodbyes.
And [ held fast to our mutual decision throughout our 5-year mar-
riage that he would become an organ donor.

The next morning after Jim was declared brain dead, I was intro-
duced to my procurement coordinator, Don. He compassionately
and patiently answered all my questions and explained the dona-
tion process. He said that it takes a while to match organs and
waiting recipients in need, to alert those patients and the trans-
plant teams and to get the recovery teams in place. One by one he
asked if I would donate his corneas. I said yes. His heart. Yes. His
kidneys. Yes. His pancreas, liver, and bones. Yes. Yes. Yes. I signed
the papers.

Mr. SHAYS. Take your time.

Ms. HopGsoN. I didn't ask or care if Jim’s organs went north,
south, east, or west or stayed in Wisconsin. My intent was that
someone was to be given a chance to live. Because of Jim, two peo-
ple can now see. A 23-year-old man who received one of his kidneys
now doesn’t need dialysis three times a week. Three other people
in their twenties received his pancreas, his liver, and his other kid-
ney. His heart now beats in the chest of another man named Jim,
who has been able to walk his daughter down the aisle and see his
grandchildren.

Donor families give without strings attached. We place our trust
in medicine to make the right choice. Obviously that would be to
the sickest patient or actually the one who has the best chance of
recovery with this very precious resource.

In my experience as a nurse, I have observed that doctors differ
in their opinions. Although they have the same facts, five cardiolo-
gists may look at one electrocardiogram and come away with five
different interpretations.

A patient who has undergone bypass surgery may be managed
one way by his cardiologist and another way by his cardiac sur-
geon. This can produce a rather significant conflict. I know. I have
been in the middle of it. They both want what is best for their pa-
tient.

My point here is to identify the probability that in some trans-
plant centers, the patient who is from out of State may be placed
higher on the waiting list because he is hospitalized. Another pa-
tient who may be sicker but capable of being managed medically
at home, under the direction of a physician may be placed lower
on the list. Remaining at home with the support of family and
friends certainly lowers the cost of medical care. In addition, it low-
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ers the risk of infections they can get through hospitalization and
depression due to separation and waiting, risks which certainly
have an adverse effect on the transplantation outcome. What we all
must agree on here today is there is a shortage of organs for the
ever-growing population that requires them.

Advanced techniques in preservation and transportation of or-
gans across the country and the precision of transplant experts are
useless without the organs.

I suggest education for the promotion of organ donation as the
starting point in this maelstrom. It belongs in the curriculum for
medical school, nursing school, taught in—I have taught it in high
school. And the list goes on. I have seen organ donation advertised
on billboards, in newspapers and on TV here in Milwaukee. What
about buses? What about shopping carts? What about radio spots
during rush hour? Since my husband’s death I have crusaded in his
honor to promote organ donation by speaking for the Wisconsin
Donor Network. I've spoken to nurses, clergy, doctors, morticians,
EMT’s, and the general public. Through lectures, seminars, media
appearances, and dissemination of literature I've tried to raise
awareness of the importance of organ donation. Last year our Gov-
ernor honored recent donor families with a special ceremony at the
capitol. I was privileged to represent them as their speaker. One
by one they walked up to receive an engraved metal, some tear-
fully, most with pictures of their loved cnes in hand. They were all
such brave, courageous miracle workers.

Personally for me, and I know I speak for other donor families,
organ donation has been beneficial in the grieving process. It gives
us some small sense of control. It helps us fulfill our loved ones’
very last wishes, and it helps us make the best out of the worst
situation.

We need organs. We are spending all this time and money travel-
ing. Traveling here and then back to Washington and still talking.
People are dying. People will be grieving while you are all still
talking.

As a donor wife I would urge this committee, rather beg this
committee to spend an equal amount of time and money on a pro-
gram to promote organ donation. We are all part of this shortage.
Demand definitely is exceeding supply. This comes first. If we had
more organs, we wouldn’'t have to change our allocation practices.

I challenge everyone present. Have you signed your driver’s li-
cense? Have you filled out a uniform donor card? If the answer is
no, you have no business being here today. Thank you for this op-
portunity to speak.

[The prepared statement of Ms. Hodgson follows:]
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Thank you all for this opportunity to submit testimony to this Committee on bebalf of all donor
families. It is given in special loving memory of my late husbend, Jim, and all who have given
the uitimate gift of love - the giR of life - through organ donation.

My name is Patricia Hodgson. [ am a registored nurse with 12% years experience in critical care
and [ am a former EMT.

Death ¢can be sudden or painfully slow, cxpocted or the woest of marprises. 1 am familiar with
desth and grieving families.

At 10 pm. on March 30, 1992, just before I left for work, ) found my 37 year old husbend, Jim,
semi-conscious, slhumped in his favoritc chair in front of the TV. Afler cursory assessmont, |
established that he had suffered some neurological catastrophe. My son helped me lift his limp
body to the floor, while my daughter dialed 511.

Upon arrivel in the cmergency room, [ informed the nurse that [ was pretty certain of what the
expected outcome would be for my Jim. I told him that Jim was & potential organ donor and
after valiant efforts by the neurosurgeon to stop the massivy ocrebral hemorrhage he had
suffered, Jim was piaced on life support.

Throughout the night, as his 2 young children, other family members and frianda said their good-
byws, | beld fast to our musual decision throughout our five year marringe that we would be organ
donors.

The next morning after Jim was declared brain dead, 1 was introduced to my procurement
coordinator, Don. He compassionately and patiently answered my qucstions snd explained the
donation process. He said that it takes awhilc to match organs with waiting recipients in need, to
alert thoso patients and transplant teams and dispeich recovery teams. One by one, he asked if [
waanted to donate his comoas - “ycs;” his heart - “yes;™ his kidneys - “yes;” his liver, pancreas
and bones - “yes!” “yes!™ “yes!™ I signed the pspers.
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[ didn't ask or care if Jim's organs went north, south, east, wost or stayed here in Wisconain My
intenit was that someone was to be given another chancc to live. Because of Jim, two people can
now see. A 23 year okd man who received onc of his kidneys no looger noods dialysis after throc
years. Three other people in their twenties received his other kidney, his liver and his pancreas.

His heart now beats in the cheat of another man named Jim, who has since walked his daughter

down the aisle and bas lived to see his grandchildren.

Donor families give without strings attached. We placc our trust in medicine to make the best
choice. Obviously that would be not only to the sickest patient; but, the patiant who has the best
chance of rcovery with this very precious resource.

In my expericnce as a nursc, ['ve observed that doctars differ in their opinions. Although they
have the same facts, five cardiologists could review ane electrocardiogram and might have five
slightly different interpretations.

Burn specialists may cstimste percentago and degroe of burns just a bit differently. Though they
all agree a patient needs skin grafts - it's a questions of how much or how soon or for how long a
period of time. A patient who has undergoae bypass surgery may be managed one way by his
cardiologist; with a differing approach from the cardinc surgeon. This can produce aignificent
conflict, (1 know, ['ve been in the middle of it) but they both want what's best for their patient.

My point here is to idcutify the probability, that in some transplant centers, the patient who is
from out of state, may be placed highcr on & waiting lix b he's admitted to the hoapital
Another petient, who may be truly sicker but capable of being managed medically in his home,
under the direction of 8 physician and home care professionals may be placed lower on the
waiting list. Remaining at home with the support of family and friends certainly fowers the cost
of medical care. [n addition. it lowers the risk of omial infection and depression due to
sepenation and waiting - risks which may havc an adverse cffect on the transplantation outoome.
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What we all must agree on here today is that there is & shortage of organs for the ever growing
population that requires them. ’

Advanced tachniques in preservation and transportation of organs across the county, and the
precition of transplantation cxperts, are useless without organs.

I suggest education for the promotion of organ donation as the starting point in this maelstrom.
It belongs in the curriculum for medical schoo! and nursing school - I've teught in high school.
Include it in training for emergency medical services, fire and police training and besic training
for the armed services. Make it a part of driver's educstion and part of license applications for
bunting and fishing. Pve scen organ donor awareness ads on TV, billboards end in newspapers in
Milwaukoo. Why not on buses or grocery carts? Radio slots during rush bour?

Since my husbend's death, I have crusaded in his honar to promote organ donation by speaking
for the Wiaconsin Donor Network. My eudiences vary: registerod nurses, M.D.'s, clergy,
emergency medical services, morticians, high aschools end the general public. Through lectures,
seminars, media appearunces and dissemination of literature, 've tried to raise awarences of the
importance of organ donation.

Last year, Governor Tommy “Thampeon hopored recent doaor families with a apecial caremony
ol the capitol. 1 was privileged to represent thom as o speaker. It was with great honor, awe and
8 personal understanding of their Joss that I watched each surviving famity (almost 200) some
wearfully, many with portraits of their loved oncs in hand, walk up and receive an engraved medal
from our Governor. They were all such brave, courageous miracle workers.

Four months from now, August 8, will mark the introduction of the organ and tissue donation
stamp which encourages you to "share your lifc". We can all become part of the crusade to raise
the visibility of this critical health care lssue.
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Personally, for me - and | know [ speak for the othcr donot families - organ donation has been
beneficial in the gricving process. It permits us to fulfill our loved ones' last wishes, it gives us
some sense of control and, it allows us to make the best of the very worst of situations.

Wenoed organs! We're spending all this time and monoy. Traveling bere - then back to
Washington or wherever to talk some more. Pcople are dying! People will be gricving while
you're still talking!

As a donor wife, I would urge this Committes - no, I beg this Committee 10 spend an equal
amount of time and money on programs to promote orgen donation. We are all part of this
shortage. Demand excoeds supply. This comes first. If we had enough organs available, we
wouldn't need to change allocation practices.

1 challenge everyone present: Have you signed your driver's license or a uniform donor card?
Has your famity? If the enswr is no, you have no buaincss being here.

I thank the Committee for the opportunity to testify today.
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Mr. SHAYS. Mr. Volek.

Mr. VOLEK. Mr. Chairman, Congressman Barrett, I'm Paul
Volek, director of the Wisconsin Donor Network, a division of
Froedtert Memorial Lutheran Hospital. I'd like to thank you for the
opportunity to provide testimony before this committee regarding
the impact of the recent changes in organ allocation policy proposed
by the Department of Health and Human Services.

Wisconsin has a tradition of excellence in organ procurement and
transplantation. Both the Wisconsin Donor Network and the Uni-
versity of Wisconsin OPO rank among the top OPO’s in the country
and are leaders in every measure of OPO performance. Our success
is directly attributable to the relationships we have maintained
both with our health care providers and our local communities. Our
mission is to extend the benefits of transplantation to our commu-
nity through increasing the availability of transplantable organs
and tissues. To this end we’ve achieved a high degree of success.
For calendar year 1997, the HCFA OPO performance report ranked
University of Wisconsin OPO and the Wisconsin Donor Network
No. 1 and 3 respectively for organs recovered and transplanted per
million population.

By design and regulation, OPQO’s are constituent based. Our
boards are composed of public members and represent recipients,
donor families and the general public residing in our service area.
Each transplant center is represented on our board as well as other
physicians from our community. The purpose of this structure spec-
ified under section 371 of the Public Health Service Act is to ensure
the OPO is responsive to the unique needs of its community. This
structure flows directly from the historical precedent for utilizing
locally procured organs for transplantation into local recipients.
This closed loop of donating to benefit the community has been a
consistent theme in Wisconsin for over 25 years, and I believe this
accounts for our success in organ donation.

HHS should be commended for breaking the log jam which has
prevented publication of rules governing the OPTN. Although we
disagree with the decision to publish these rules in the final form
without significant opportunity for public comment, we are pleased
that the voluntary rules which have governed the OPTN will now
carry the weight of Federal regulation. On the issue of organ allo-
cation policy, however, we have a mixed reaction.

The adoption of minimum listing criteria and uniform criteria for
assigning patients and status are consistent with efforts currently
underway by the United Network for Organ Sharing.

Unfortunately, the third element of the regulations in question
today goes directly to and attacks the very heart of our program.
The redistribution of organs away from Wisconsin so as to osten-
sibly benefit the sickest patients seems to satisfy a business agenda
of a few transplant centers which have encouraged unlimited
growth in their waiting list ’til they’ve outstripped the capacity of
their community to meet their organ needs. Unfortunately, in the
competition for local organs, local residents are frequently the ones
disadvantaged by waiting lists heavily populated with out-of-area
patients, many of whom could be transplanted quicker and with
better outcomes in their home community. One might suggest the
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issue is as much a misallocation of patients as it is an issue of
organ allocation.

Of concern in our area is the plight of the indigent patient or
those patients who lack mobility and rely on access to a local pro-
vider. Over the past 3 years, 52 percent of the liver transplants,
of our liver transplant recipients had their medical care paid
through Medicaid or Medicare programs. Today these patients are
well served. Double or quadruple waiting times and the cost bur-
dens of extended periods of transplant, medical—pre-transplant
medical management, increased acuity and comorbidity will fall
squarely on the shoulders of the taxpayers.

We recently commissioned a Wisconsin public opinion pole to as-
sist preferences for organ allocation; 82 percent of respondents af-
firmed the view that their organs should go to the sickest patients
first, but only when the threat of death was eminent. Among pa-
tients who are equally sick, 56 percent of Wisconsin residents feit
preference should be given to patients at Wisconsin hospitals and
32 percent were undecided. When asked who should make deci-
sions about who receives organs, the overwhelming majority of resi-
dents, 76 percent, say that the decision should be left to organ do-
nation and transplant professionals. Only 1.3 percent felt decisions
should be made by the Federal Government.

Organ donation exists in an environment of trust. Trust on the
part of families and care providers that we will be faithful stewards
of this precious gift. When we speak to families at the time of great
loss, we try to assure them this gift will save the life or improve
the quality of life of someone in their community.

Organ transplantation is not a foreign concept in Wisconsin.
We've followed the growth of this life-saving technology and are im-
mensely proud of our outstanding program. On an intellectual
level, we know the value of organ donation is realized wherever the
gift is used. However, the decision to donate is an emotional one,
and when families agree to permit donation, they’re often giving to
their friends and neighbors in need. Based on the findings of our
public opinion poll, we believe the act of passing over local recipi-
ents so as to achieve some level of national equity may have a det-
rimental impact on donation and lead care providers and the public
to adopt a more ambivalent attitude toward this important issue.

If a fraction of the resources and public attention which has been
devoted to furthering changes in our current allocation policies
were themselves allocated to improving local OPO performance in
those very communities with the longest waiting times, much of
the immediacy of the organ shortage in those areas would be di-
minished.

On one hand we’re pleased that the Secretary has finally issued
OPTN regulations. On the other hand, we see a decision to radi-
cally depart from the system which has successfully supported one
of the fastest evolving areas of medical technology. This short-
sighted approach to addressing a highly complex issue and the cre-
ation of policy in the absence of any consideration of the impact
this will have on patients, providers and the communities they rep-
resent is an example of the worst kind of policymaking.
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We genuinely appreciate the interest of this committee, the inter-
est this committee has taken in this issue and respectfully request
that you exercise your influence in support of the majority of trans-
plant patients in our country. Thank you for your consideration.

[The prepared statement of Mr. Volek follows:]
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TESTIMONY BEFORE THE HUMAN RESOURCES SUBCOMMITTER
Apxil 8, 1998
Paul J. Volek, M.P.H.
Wisconsin Doooe Network
Milwaukee, Wisconzin

Mr. Chairman, Congressman Barrott, [ would liks to thank you for the opportunity to
provide testimony before the Human Resources Subcommittee regarding the mpact of
the recent changes in organ aflocation policy proposed by the Department of Health and
Human Services. | am Paul Volek, Director of the Wisconsin Donor Network, a division
of Proedtert Memorial Lutheran Hospital located in Milwaukee, Wisconsin, The
Wisconsin Donar Network is the organ procurement organization (OPO) designated by
the Health Care Finance Administration to serve the 2.2 million persons residing in
southeastern Wisconsin WDN scpports three transplant centers and is affilisted with 38
local hospitals.

Wisconsin bas s tradition of exceilence in organ procurement and transplantation. Both
the Wiscoasin Dunor Network and the University of Wisconsin OPO rank among the top
OPQ's in the country and are leaders in every moasure of OPO performance. Our success
is directly attributable tw the relstionabips we bave malntained with both our health carc
providers and our local communitics. Our mission is to exicad the benefits of
transplantation 1o our community through increasing the availability of transplantahle
organs and tissues. To this end, we have achieved 8 high degree of success. For calendar
year 1997, the HCFA OPO Performance Report ranked the Univ. of Wisconsin OPO and
Wiscoasin Donor Netwurk numbers | and 3 reypectively, for organs recovered and
transplanted per million pupulatios in the Unitod States.

By design ~ and regulation =~ OPO's arc constitucat besed. Our Boards are composed of
public members, and represent recipients, donor famities and the general public residing
in our service arca. Each tunsplant center is reprosented on the Board, as well as other
physicians from our communily. The purpose of this structure, specified under Section
371 of the Public Health Service Act, is 10 cosure that the OPO is responsive (6 the
unique oeeds of its community. This stracture flows directly from the historical
precedent for utilizing locally procured organs for traneplactation into local reeipients.
This closed loop, of doaating to benefit the community, has boen s consistent theme in
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Wiscoasin for over twenty-five ysars and [ believe accounts for our saccess in organ
donation.

The Department of Health and Humasn Serviccs should bo commended for breaking the
log jam which has prevenied publication of rulcs goveruing the OPTN. Although wo
disagree with the decision o publish these rules in final form without significant
opportunity for public comment, we aze plessed that the voluotery rules which have
governed the OPTN will nuw casty the woight of a federal regulation. On the issue of
allocation policy, bowever, we have a mixed resction.

The adoption of minimum listing criteris, assuming they are defensible and provide
opportunity for exceptions oa the basis of a physician's clinical judgment relative to an
individua! paticats medical condition, is consistent with efforts currently underway
through the Ualted Network for Organ Sharing. These criteris should limit access to the
transplant waiting list to those paticats who are in geauine noed of transplant rather than
inflating the list with patients with progressive organ fallure who may not be suitable
candidates at the moment, but will accrue waiting time priacity through eerly listing.

Uniform criteria for assigning patients to the appropriate clinical status is equally
important and has been implemented by UNOS. Regional Review Boerds currently
condnet documentation reviews to verify the sppropristeness of patient assignment 10 the
highest status’s.

Unfortunately, the third clement of the regulations in question today goes directly to, and
sttacks the very heart of our program. The redistribution of organs sway from Wisconsin
20 &3 to catenaidly benefit the “sickest "patients, can be perceived to satisfy the boviness
agenda of & few transplant centers which have encoursged ualimited growth In their
waiting list tl] they have outstripped the capacity of their community to meet their argan
needs. This sttuation is exacerbated when theso lists are beavily populated with out-of-
ares patients, many of whom could be tranaplanted quickee and with better cutoomes in
their home community. Unfortunately, in the competition for local organs, local residents
arc frequently the ones disadvantaged. Ono might suggest that the issue is at much a
misallocation of patients us an issue of organ allocatica.

Of concern in our area is the plight of the indigent patient, or those pstients who lack
mobility and rely on access w a local provider. Uver the past three years, 529 of our
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liver transplant recipients had their medical cere paid through the Medicaid or Medicare
programs. Today thesc patients are well served. Double or quadruple their waiting times
and the cost burden of extended puriods of pre-transplant medical managemens, increased
scuity and co-morbidity falls squarely oa the tax payers shoulders. Similarty,
Jeopardizing the financial viability of local programs through significantly reduced
volume may result in their closure, the impact of which will again be folt by the least
sdvantaged in our community.

We recently commissioned a Wisconsin public opinion poll to assess preferences for
organ allocation. Eighty-two percent (82%) of respondents affitraed the view that their
organs should g 1o the sickest peticats first — but only when the threst of desth is
emineat. Among equally sick patients, 56% of Wisoonsin residents felt preference should
be given to paticats at Wisconsin bospitals beforc organs are shared out-of-state and 32%
were undecided. When asked whether argans from Wisconsin donors should be given to
Wisconsin patients [irst, given desth could result without a transplant, slightly more
respondents want organs to stay in Wisconsin rather than given 1o an cut-of-stste paticnt
Finally, when asked who should make decizions sbout who receives organs, the
overwhetming majority of residents (76%) stated the docision should be left 1o argan
donation and transplant professionals. Only 1.3% felt decisions should be made by the
fadera] government. Thesc are not ancodotal commants or speculation, but s statistically.
valid, randomly-druwn, representative samplc of Wisconsin residents (95% confidence
level).

Organ donsation exists in an environment of trust. Trust on the part of families and care
providers that we will be faithful stowards of this precious gift. When we speak to
families at the time of great loss, we try 10 assure thom that this gift will save the life or
improve the quality of lifc of someone in their comnmaity.

Organ trmsplantation is not & forvign conoept in Wisconsin. We've followed the growth
of this lifesaving technology and arc immensely proud of our cutstanding programs. We
know poople who have received transplants - maybe & friond or neighbor. On aa
inseliectual level, wo know the valus of organ doaation is realized wharever the gift is
used However, the decisiun (0 donste is an emotional one and when families agree to
permit donation, they're often giving to those friends and neighbor in need. Based on the
findings of our public opinion poll, we believe the act of passing over local recipients w
a3 to schieve some level of nationsl equity msy bave a detrimental impwct on dorwstion

S0d 800 040 NOM 6500 652 ik SO:E €6.90 Nt
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and lead care providers and the public to adopt 8 more ambivalent attitude toward this
important issue. The resulting loss of donstion opportunities hurts everyon: ~ cspecially
thoee in the grestest need.

1f a fraction of the resources and public sttention which has been devoted to furthering
changes in our current allocation policics were thamselves allocated to improving local

OPO performance in those communities with the longest waiting times, and if those
programs wete gbie 10 achieve sucocss comparable to both our Wisconsin programs,
much of the immediacy of the organ shortage in those areas would be diminished

Gentlemen, 0n one hand we're pleascd that the Secrotary of HHS has finally issued the
OPTN regulstions. On the other hand, we 3¢ o unilsteral decision to radically depart
from the system which has succesafully supported one of he fastest svolving sreas of
medical technology. This shortsighted approach to addressing a highly complex issue and
the creation of policy in the absence of any considerstion of the impact this will have on
patients, providers and the communitics they represent is an example of policy making at
its worst.

We genuinely appreciate the interest this Committee has taken in this issue and
respectfully requost thst you exercise your influence in suppoart of the majority of
transpliant patients in owr couatry. Thank-you for yowr considerstion.

L0
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Mr. SHAYS. Dr. D’Alessandro.

Dr. D’ALESSANDRO. Good afternoon, Mr. Chairman, Congressman
Barrett. My name is Dr. Tony D’Alessandro and I'm a transplant
surgeon from the University of Wisconsin in Madison. I'd like to
thank the Human Resources Subcommittee for the opportunity to
present testimony today on the implications of changes to the
organ allocation system proposed by the Department of Health and
Human Services. In Wisconsin, many patients, donor families, and
transplant professionals have serious concerns about some of the
changes proposed by HHS. These are changes with life or death im-
plications for some of our friends and neighbors who will be hoping
desperately over the next several years that they will be joining
fortunate Wisconsin residents who have been given a wonderous
new chance at life. Projecting out the numbers from the UNOS
modeling, the cruel reality is that nearly 800 Americans who would
have been among the fortunate recipients of a transplant under the
current rules, will not receive a liver under the new formula. Per-
haps a dozen or more of these 800 real people waiting, hoping,
praying for this new chance at life now under the new rule to be
disappointed will be Wisconsin men and women, friends, neighbors
and patients of those of us in this room. Real people. So we are
very concerned that a major impact of the new rule will be that
fewer patients benefit from the current limited supply of precious
organs. That’s why a number of us in this room have worked so
hard to increase organ donation, so more of our friends and neigh-
bors would have a chance at a new life. As you heard, the organ
donation rate here in Wisconsin is quite high. A second, very major
concern of ours over the impact of this new rule is that Americans,
as the men and women of Wisconsin, see the new system not work-
ing as well as it has in recent years may have an obviously unin-
tended, negative impact on support for organ donation.

The proposed HHS sickest-first policy will in the future mean
that 95 percent of patients receiving liver transplants will be those
who are either desperately ill in an intensive care unit or are sick
enough to be continuously hospitalized. Is it sound medical policy
to require that patients become as sick as possible before we ad-
minister to their needs? A policy of this kind has several extremely
worrisome implications.

First, it is clear that under the proposed changes of transplant-
ing only ICU-bound or hospitalized patients, the number of pa-
tients requiring more than one liver transplant will almost double
from 10 to 19 percent. Under the proposed changes, fewer patients
will receive a transplant, thereby increasing the waiting list size,
and fewer patients who receive a transplant will actually survive.
When three of these precious livers are used in a 6-month period
to keep a desperately ill person alive, that means two other people,
perhaps friends and neighbors of those in this room, will not re-
ceive a liver, will not receive a chance at a new life. More impor-
tantly, the number of patients who return to productive, rewarding
lives will be fewer if they are required to become desperately ill be-
fore they can benefit from the miracle of transplantation.

How can we ask the American people to accept a policy that is
not based on sound medical and ethical principles? Is this how we
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manage a scarce precious resource, we make it more scarce for
fewer patients?

In my remaining time this morning, I would like to briefly intro-
duce to you by way of photographs three patients who had been
anxiously waiting at home for a liver transplant at the time an
organ became available. As you may or may not know, the majority
of patients who died on the waiting list last year were at home and
were not even hospitalized. Mr. Chairman, these patients all were
facing the prospect of death and some of them might well have not
received this miraculous chance at a new life if the new HHS rule
had been in effect.

Eugene Scott is a 48-year-old who received his liver transplant
5 years ago. He went back to work—back to school, excuse me,
after his transplant and now works as a full-time mortician.

Ross Larson is a healthy 12-year-old sixth-grader who received
his liver transplant 2 years ago. He is accompanied today by both
his mother and father.

The third photograph, and that’s——

Mr. SHAYS. Excuse me. You say he is here now?

Dr. D’ALESSANDRO. Yes. He is.

Mr. SHAYS. Does he want to stand up and introduce himself?

[Applause.]

Dr. D’ALESSANDRO. Annette Stebbins is a 51-year-old mother of
two grown children who in this photograph celebrated the fifth an-
niversary of her liver transplant. She is also here today. These are
our Wisconsin friends and neighbors who will be affected by this
new policy. And what is perhaps most tragic of all, the policy with
its increased transportation requirements, as shown in this poster,
means that an increased number of precious livers provided
through the generous spirit of donors and their families will trag-
ically be wasted and will not provide a new life for people like
these or sadly for anyone at all.

In closing we believe the proposed changes will result in fewer
lives saved, fewer patients transplanted, increased organ wastage,
and decreased organ donation, perhaps the worst side effect. Until
enough organs are available to everyone in need, transplant poli-
cies must ensure that the precious organs presently available pro-
vide the maximum benefit for the maximum number of Americans.
Thank you.

Mr. SHAYS. Thank you very much.

[The prepared statement of Dr. D’Alessandro and the information
referred to follow:]
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1 would like to thank the Human Resources Subcommittee for the opportunity to
Ppresent testimony today on the implications of the changes to the organ allocation system
proposed by the Department of Healtb and Human Services (DHHS). In Wisconsin,
many patieats, donor families, and transplant professionals have serious concerns sbout
some of the changes proposed by HHS. To us, these are not abstract refinements of
regulations that one reads about in the Federal Register. These are changes with didhamm
doagh impligagiens for some of our friends and neighbors who will be hoping desperately
over the next scveral years that they will be among those fortunate Americans who
reccive this miraculous gift of a new organ, and are given a wondrous new chance at life.
Projecting out the mimbers from the UNOS modeling that has been done, the cruel reality
is that nearly 800 Americans who would have been among the foriunate recipients of &
transplant under the current rules, will NOT receive a [iver under the new formula.
Perhaps a dozen or more of these 800 — real people, waiting, hoping, praying for this new
chance at life, now under the new rule to be disappointed, will be Wisconsin men and
women, friends, neighbors, and patieats of those of us in the room. Real people. So we
g the onzvent Simited supply of piecions efgatia; That’s why a number of us in this
room have worked so hard to increase organ donation, so more of our friends and
neighbors would have a chance at 8 new life. The o7gan donation rate here in Wisconsin
is quite high. And & second, very majar concern of ours over the impact of this new rule
ig that as Americans — as the men and women of Wisconsin — see the new system not
working as well as it has in recent years, this may have an obviously unintended, negative
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impact on support for organ donation. And that in turn means more friends and
neighbars will be disappointed. So these are very real, personal concerns to us.

Let me address our first concern. The problern that HHS has stated that it is trying
1o solve with these proposed changes is that under the current allocation system, some of
the sickest patients are not receiving livers because they are going justead to patients in
less urgent need. The sickest category consists of patients hospitalized in intensive care
while the second highest category are those patients who are hospitalized continuousty.
Despite HHS’s concerns, waiting times for these two groups of patients are short and are
on average 4 days for the most urgent and 12 days for the next most urgent categories.
The least urgent category consists of patients on the waiting list who are not hospitalized.
So essentially, what HHS has said is: “Here you've got people in intensive care, and they
are the onas that are at imminent risk of dying, and you’ve got livers ingtead going to
people at home — who obviously could wait — while the people in intensive care e
dying. We"ve got to change this.” And superficially, that sounds like it makes sense. So I
wonder if members of this Committee would be surprised to leam that nearly half of the
patients waiting for a transplant who die before they receive this gift are not in intensive
care when they die, are oot in fact, in the hospital at all wheu they die. They are in the
category of those waiting for a liver transplant at home. Nearly half. So we are
concerned, because simmmErEain -~ in 3 slmpiisic sffon 1 setablish sumezigid
gmilalipwes — 1skes away some flexibility that has been very important in our trying to
maximize the number of patients who benefit from the limited number of precious organs
ﬁmtmsvd]able.

And that brings me to a second aspect of this concemn. The proposed HHS
“sickest first” policy will S Niidaniieiidid TINLE SN be
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enstipuounty Saaptiteed. 1s it sound medical policy to require that patients become as
sick as possible before we administer to their needs? A policy of this kind has several
extremely worrisome implications. First, it is clear that, under the proposed changes of
transplanting onty ICU-bound or hospitalized patients, the number of patients requiring
more than ane liver transplant will almost double — increasing fram 10% to 19%. Under



the proposed changes, fower patients will receive a transplant, thereby increasing the
waiting list size and fewer patients who receive transplants will survive. When three of
these precious hivers arc vsed in a six-month period in & high-risk effort to keep a
despeately ill person alive, that means that two other people - real people, perhaps
friends and neighbors of those in this room — will not receive s liver, will not receive a
chance at a new life.

More importantly, the number of patients who retumn to productive, rewarding
lives will be fewer if they are required to become desperately ill befare they can benefit -
from the miracle of transplantation. The sicker the patient gets, the more complicatians of
various kinds can be expected —and same of these are ireversible. How can we ask the
American people to accept a policy that is not based an sound medical principles. Is this
bow wenmpppeemey poiliGus ABBIAPY We make it more scarce and help fewer
paticnts?

The primary focus of our energy and resources should be spent on increasing
organ donation. And certainty HHS has recogmized the importance of this in its National
Orgap and Tissue Donation Initiative. But this rule has the unfortunate potential of
seriously undercutting that effort. Until there are enough orgens available for every
American who peeds thern, we believe America’s national policy should be to seek to
mnxhniz:thcbeneﬁtofthcpxecimunmbuofagmlvﬁhblefotthammdmmn

nmbaofmm’tﬁéyﬁﬁmm;hﬂmﬂnwlmtmm /

Finally, I would like to address another aspect of the “sickest first™ policy that will
also decrease rather than increase the number of Americans, some friends, some
peighbors — who will benefit from a transplant in the next few years. That is the
requirement that organs go to the sickest patient, even where that means significantly
increased time in transit. HHS has made the assumption in its proposed changes that
Ppreservation technology has progressed to the level where it j5 safe to transport livers
anywhere in the country. Sinoe the University of Wisconsin doveloped the solution that is
currently used to preserve organs, we are also keenly awere of its limitations. Every

rafeasionals - has been striving to [P



100

minute of increasced presexvation time results in warse liver function and an increase in
the number of livers that never wotk leading to patient death or the need for a second or
third transplant. '

We believe in arder to maximize the oumber of orgens that can be successfully
transplanted, preservation times must be kept to 8 minimum  We have done just that over
the last 5 years and have reduced the need for multiple liver transplants from over 6.0%
10 2.0%. Our center has previously shown that livers preserved between 12 and 17 bours,
the minimum time necessary to transport livers across this country, resulted in 8% of
livers — one out of 12 of these precious gifis - never function. Tragically, wasted. Even
increasing the average transportation time from 9 bours to 11.5 increased the likelihood
of the liver not functioning by 4%. Since patients receive priarity for another liver in
cases of nonfunction, the number of scarce donor livers would be further reduced. Agnin,
our goal should be to maximize the benefit of transplantation for the maximum number of
Americans. Qur very serious concern is that the proposed changes will actually reduce the
benefits of trensplantation by increasing the number of livers that never function. And of
course, from the standpeint of encouraging organ donation, how are families of dobors
going to feel about the increased chance that the organ will not actually provide some
friend or some neighbor with a new chance at life.

In closing, we have several concems about the proposed HHS changes in organ
allocation. We believe the proposed changes will result in fiewer lives saved, fewer
pstients transplanted, increased organ wastage, and decreased organ donation. This is not
what patients want, it is not what donor families want and it is not what the majority of
the transplant physicians and surgeons wants. I assure you, it will not be what the
American people will want.

The proposed changes do not have their basis in sound medicine. Uptil enough
organs are available to cveryone in need, transplaot policies must ensure that the precious
organs presently available provide the maximum benefit to the maximum mmmber of
Americans. As members of the Human Resources Subcommittee, yon are uniquely
positioned to hear our concezns. 1 urge all of you to examine these proposed changes
closely and to take seriously our concerns.
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Mr. SHAYS. Ms. Shapiro.

Ms. SHAPIRO. Mr. Chairman, Congressman Barrett, thank you
for the chance to be here with you today and to share my thoughts
about ethical considerations relevant to organ allocation regula-
tions proposed by the Department. I'm a professor of bioethics here
at the Medical College of Wisconsin, director of the College’s Center
for the Study of Bioethics, a practicing health law attorney, and
chair of the American Bar Association’s Coordinating Group on Bio-
ethics and the Law and its Health Rights Committee.

We have heard much today about the critical and chronic short-
age of donor organs in this country which requires ethically sound
procedures for organ allocation, not only to fairly distribute a
scarce and precious community resource, but also to maintain the
public’s trust in the allocation system, which is essential for suc-
cessful organ procurement.

The two ethical principles that are most relevant to organ alloca-
tion analysis are these: Utility, or doing the most good for the most
people; and justice, or fairly distributing the attendant benefits and
burdens among transplant patients.

From these two ethical principles, specific objectives for our
organ allocation system can be derived. So that from utility, we see
that we get enhancement by maximizing the availability and effi-
cient use of organs; by maximizing long-term patient survival over-
all, both before and after transplant; by maximizing graft survival;
by maximizing quality of life both before and after transplantation;
by minimizing the need for retransplants and by minimizing over-
all transplantation-related costs.

From the principle of justice, which, again, requires a fair dis-
tribution of benefits and burdens, we get these objectives: accom-
modating medical urgency, which we have heard about today, by
giving appropriate priority to patients for whom the consequences
of not being transplanted are most severe; giving appropriate prior-
ity to same status patients who have waited the longest for a
transplant, provided that objective medical criteria for listing pa-
tients and for assessing status are consistently applied; giving ap-
propriate priority to categories of patients who are medically dis-
advantaged because they have a special medical or biological condi-
tion that inordinately reduces their ability to receive a suitable
organ; preventing patients from being disadvantaged on account of
nonmedical problems such as access or geography problems; and, fi-
nally, by assuring the accountability of the system within the sys-
tem.

These are the specific objectives which flow from the ethical prin-
ciples that are most relevant to our discussion today. So that eval-
uation of the proposed rule requires analysis of its impact on satis-
faction of these ethically based organ allocation system objectives.
Let’s look at that.

What is the impact of this rule on utility-based objectives? Well,
there are some concerns that the new rule could result in fewer
numbers of available organs because of its impact on donation deci-
sions as well as procurement efforts, and we have heard something
about this already. Data remain unclear, but there are some who
suggest that potential donors and families are more likely to give
permission to donate their organs if they are assured that someone



103

in their community will benefit. Some say that keeping organs for
patients in the donor’s local area encourages local professionals like
trauma specialists and emergency room personnel to identify and
to refer potential organ donors more often. There are also some
who say that with local use, procurement professionals are more
highly motivated. There are also concerns about the proposed rule’s
impact on the prevalence of retransplants and on patient and graft
survival. With the new rule, most believe that the average organ
transplant patient will be sicker with more advanced disease, with
more co-morbidities and therefore more likely to reject an organ
graft after transplantation and therefore to require a second or
even third transplant to survive; and as a result, fewer individuals
overall will be transplanted and fewer lives will be saved.

An additional concern again relating back to utility has to do
with overall cost. It’s less expensive to use a donated organ within
shorter distances from the donor facility because transportation
costs are lower and travel arrangements are less complicated than
when longer distances are involved and we have more concerns
about assuring organ viability. In addition, hospitalization costs of
patients who are sicker before transplant may be higher, and the
adverse effects of ischemia of the organs during the longer transit
times from donor to recipient could prolong the transplanted pa-
tients’ intensive care or overall hospital stays at increased cost or,
woxife yet, result in loss of a substantial number of organs alto-
gether.

What is the impact or the likely impact of this rule on the jus-
tice-based objectives that I talked about earlier? I think we prob-
ably have agreement in this room, and it does seem clear, that the
rule’s call for the development of uniform and objective criteria for
placement on the waiting list and for status determination would
enhance justice-based objectives by making it easier to objectively
compare the medical need of patients awaiting transplant, thereby
helping to assure a level playing field in selecting among patients.
In addition, the provisions which seek to ameliorate local allocation
preference do, I believe, attempt to favorably impact justice-based
objectives by eliminating the impact of where a patient lives or
lists on his or her chance of getting an organ. But in terms of this
geographic factor, some fear that the rule would actually have a
negative impact on justice-based objectives because it would divert
organs from smaller centers to larger ones, perhaps result in the
closure of smaller transplant programs, force sick patients then
and their families to leave supportive home communities and travel
long distances for their transplants, or deprive them of the oppor-
tunity for a transplant altogether if they can’t afford or are too ill
to travel or temporarily relocate.

In light of these lingering questions and concerns about the rule’s
impact on the availability and efficient use of organs—the utility-
based objectives—and on the possibility of unjust burdens being
placed on potential recipients, it seems to me that it may be advis-
able to implement more modest changes while more data about the
likely impact of the rule on patients, on institutions and on the
public are gathered and analyzed.

First, standard, objective, measurable medical criteria for listing
those who need transplantation and for determining medical status
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should be developed and should be implemented by all transplant
centers, and the resulting impact of that on equalizing currently
disparate waiting time should be evaluated. We should start there.

Second, if disparate waiting times still persist even after the
adoption of standardized medical criteria for listing and medical
status determination, medical need should be emphasized over geo-
graphic location as an allocation factor by making organs available
on a broader regional basis for patients in the most serious condi-
tion. Regional as opposed to national sharing could avoid some of
the jeopardy to the utility-based objectives of our allocation system
that I talked about earlier; and modeling suggests that even mod-
est geographic sharing could greatly reduce disparities in waiting
times.

Third, in order to evaluate the changes, to reduce the ability of
patients and institutions and payers and/or providers to game the
system, and to preserve the public trust and confidence in organ
allocation, public oversight and accountability provisions should be
implemented. We should have uniform, timely, accurate records
kept by transplant centers and OPO’s; we should have periodic au-
dits to assess record accuracy, and data should be analyzed and
evaluated in light of system objectives.

There is a final issue that requires attention and invokes sepa-
rate ethical consideration; and that issue is respect for patients and
for patient welfare in this process of contemplated change of our
system. We have heard many times today that organ transplan-
tation is about patient welfare; and organ donation is grounded in
the public’s trust that patient welfare will be promoted fairly. The
best interests of patients has to inform and guide not only the laws
and regulations that we come up with, but the process through
which we evaluate and change policy. And this means, first, that
the catalyst for change has to be an honest and thorough consider-
ation of relevant medical, social and ethical factors, not political
contributions or pressure by individuals or groups with a vested in-
terest, as has been alleged. To maintain the public’s confidence in
the integrity and patient welfare goals of our organ allocation sys-
tem, there should be full disclosure of any such contributions that
may have been made or any such pressure that may have been as-
serted.

Respect for patients and patient welfare also means that if
change is to be implemented, transition policies have to be devel-
oped so that patients on the list don’t get less favorable treatment
than they would have received under previous policies. Such transi-
tion policies are contemplated in this rule.

And, finally, respect for patients means that as proposed changes
are evaluated, prospective transplant candidates can’t be unduly
alarmed or pressured by ungrounded or exaggerated and incendi-
ary reports of possible consequences for them disseminated by ei-
ther proponents or opponents of the rule in efforts to gain political
or public opinion advantage. Thank you.

Mr. SHAYS. Thank you very much, Ms. Shapiro.

[The prepared statement of Ms. Shapiro follows:]
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Mr. Chairman and distinguished subcommittee members, thank
you for this opportunity to share my thoughts regarding the
athical considerations relevant to organ &llocation regqulations
proposed by the Department of Health and Human Services. I am a
Professor of Bioethics at the Medical College of Wisconsin,
Director of the College’s Center for the Study of Bioethics, a
practicing health law attorney, and Chair of the American Bar
Asgsociation’s Coordinating Group on Bioethics and the Law and its
Health Rights Committee.

The critical and chronic shortage of donor organs in the
United States results in a tragic number of potentially
prevantable deaths; and the discrepancy between supply of, and
demand for, transplantable organs continues to worsen at an
accelerating rate. Under these circumstances, ethically sound
procedures for organ allocation are crucial--not only to fairly
distribute a scarce and valuable community resource, but also to
maintain the public’s trust in the allocation system, which is
essential for successful organ procurement.

The two ethical principles that are most relevant to organ
allocation analysis arae:

(1) Utility--doing the most good for the most people; and

(2) Justice--fairly distributing the attendant benefits and
burdens among transplant patients.

From these general ethical principles, speacific objectives for
our organ allocation system can be derived,

Utility clearly is enhanced by:

(1) maximizing the availability and efficient use of
organs, which in turn is accomplished by:

(a) promoting consent for donationm;
(b) improving procurement efficiency;
(¢) minimizing organ discards; and

(d) promoting efficiency in organ distribution and
allocation;

(2) maximizing long term patient survival overall (pre-and
post-transplant);
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(4)

(5)

(6)
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maximizing graft survival by promoting the
transplantation of organs that function successfully
for as long as possible;

maximizing patients’ quality of life before and after
transplant;

minimizing the need for retransplants when the
likelihood for such a need can be predicted; and

minimizing overall transplantation-related costs.

The ethical principle of justige, which requires a fair
distribution of benefits and burdens, translates into these
objectives:

(1)

(2)

(3)

(4)

(3)

accommodating medical urgency by giving appropriate
priority to patients for whom the consequences of not
being transplanted are most severe;

giving appropriate priority to same-status patients who
have waited the longest for a transplant, provided that
objective medical criteria for listing patients and
ascessing their status are congistently applied:

giving appropriate priority to categories of patients
who are medically disadvantaged because they have a
special medical or biological condition that
inordinately reduces their ability to receive a
suitable organ;

preventing patients from being disadvantaged on account
of non-medical access problems, e.g. inability to
travel long distances; and

assuring accountability within the system.

The new rule calls on the Organ Procurement and
Transplantation Network:

(1)

(2)

to develop revised allocation policies that will reduce
current geographic disparities in the amount of timas
patients wait for an organ by allocating organs first
to those in the highest medical urgency status, with
reduced reliance on geographic factors; and

to develop uniform criteria for determining a patient’s
medical status and eligibility for placement on a
waiting list.
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Bvaluation of the proposed rule requires analysis of its
impact on satisfaction of the ethically based organ allocation
system objectives set forth above.

Zmpact of the Proposed Rule on Ytility-Rased Objectives

There are some concerns that the new rule could result in
fewer numbers of available organs because of its impact on
donation decisions and procurement efforts. While data remain
unclear, there are some who suggest that potential donors and
families are more likely to give permission to organ donation if
they are assured that someone in their local community will
benefit. In addition, some contend that keeping organs for
patients in the donor’s local area encourages local
professionals, such as trauma specialists and emergency room
personnel, to identify and refer potential organ donations more
often, and that with local use, procuremsnt professionals are
more highly motivated.

There are also concerns about the proposed rule’s impact on
the prevalence of retransplants and oa patient and graft
gsurvival. Under current policies, since matching organs are made
available to listed patients in a local organ procurament area
before they are made available to patients outside the area,
local patients may receive a transplant while patients with more
urgent medical needs in another area continue to wait. Under the
nev rule, the average organ transplant patient will be sicker,
with more advanced disease and more co-morbidities, and therefore
more likely to reject an organ graft after transplantation and to
Tequire a second or third transplant to survive. As a result,
fewer individuals would be transplanted and fewer lives would be
saved.

An additional concern about the proposed rule’s impact on
utility-based objectives relates to overall costs. It is less
expensive to use a donated organ within shorter distances from
the donor facllity because transportation costs are lower and
travel arrangements are less complicated than when longer
distances are involved and assuring organ viability is more
challenging. In addition, hospitalization costs of patients who
are sicker before transplant may be higher. Furthermore, the
adverse effects of ischemia of organs during longer transit times
from donor to recipient could prolong transplanted patients’
intensive care and/or overall hospital stays, at increased cost,
or result in a loss of substantial numbers of organs altogether.

Impact of the Proposed Rule opn Justice-Based Obiectives

Tt seems clear that the rule’s call for the development of
uniform, objective criteria for placement on the waiting list and
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for status determination would enhance justice-based objectives
of our allocation system. These changes would make it easier to
objectively compare the medical need of patients awaiting
transplantation, thereby helping to aasurc a "level playing
£ield" in selecting among patients.

The rule’s provisions which seek to ameliorate local
allocation preference also could favorably impact justice-based
objectives. Bliminating the impact of where a patient lives or
lists or his or her chance of receiving an organ would guard
against disadvantage related to non-medical access problems.

On the other hand, some fear that the rule would have a
negative impact on justice-based objectives because it would
divert organs from smaller transplant programs to large centers,
which would result in closure of smaller transplant programs.
This would force sick patients and their families to leave
supportive home communities and travel long distances for their
transplants, or deprive them of the opportunity for a traneplant
altogether if they are too ill or cannot afford the expeases
related to travel and temporary relocation, or if their insurance
carrier will not cover transplantation at the center where the
procedure would be performed. It should be notead, however, that
these fears about access limitations are rejected by others who
point out that currently approximately half of liver patients
must travel outside their local area to obtain a transplant.

Recommendations

In light of lingering questions and concerns about the
rule’s impact on the availability and efficient use of organs,
and the possaibility of unjust burdens placed on potential
recipients, it may be advisable to implement the following more
modest changes while more data about the likely impact of the

rule on patients, institutions and the public are gathered and
analyeged.

First, standard, objective and measurable medical criteria
for listing those who need transplantation and for determining
medical status should be developed and implemented by all
transplant centers, and the resulting impact on equalizing
currently disparate waiting times should be evaluated.

Second, if disparate waiting times persist even after the
adoption of standardized medical criteria for listing and medical
status determination, medical need should be emphasized (over
geographic location) as an allocation factor by making organs
available on a broader regional basis for patients in the most
serious condition. (Thie is particularly important with respect
to livers, because hearts already are shared regionally in many
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areas, and kidney patients have dialysis options.) Regional, as
opposed to national sharing could avoid jeopardy to the utility-
based objectivea of our allocation system; and modeling suggests
that even modest geographic sharing could greatly reduce
disparities in waiting time.

Third, in order to evaluate the changes; to reduce the
ability of patients, payers and/or providers to "game” the
system; and to preserve public trust and confidence in organ
allocation, public oversight and accountability provisions should
be implemented. Uniform, timely, and accurate records should be
kept by transplant centers and OPOs; periodic audits should be
undertaken to assess record accuracy; and data should be analyzed
and evaluated in light of system objectives.

A final issue that requiras attention and invokes separate
etbical consideration is respect for patients and patient welfare
in this process of contemplated change in our organ allocation
system. Organ transplantation is about patient welfare; and
organ donation is grounded in the public’s trust that patient
welfara will be promoted fairly. The bost interests of patients
must inform and guide not only law and regulations governing
organ transplantation, but also the process through which we
evaluate and change policy. This means, first, that the catalyst
for change should be honest and thorough consideration of
relevant medical, social and ethical factors, not political
contributions or pressure by individuals or groups with a vested
interest, as has been alleged. In order to maintain the public’s
confidence in the integrity and patient-welfare goals of the
organ allocation system, there should be full disclosure of any
such contributions that have been made or pressure that has been
asserted.

Respect for patients and patient welfare also msans that if
change is to be implemented, traneition policies must be
developed 80 that patients on transplantation waiting lists do
not receive less favorable treatment than they would have
received under previous policies.

rinally, respect for patients means that as proposed changes
are evaluated, prospective transplant candidates should not be
unduly alarmed or pressured by ungrounded or exaggerated and
incendiary reports of possible consequences for them,
disseminated by proponents or opponents of the rule in efforte to
gain political or public opinion advantage.
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Mr. SHAYS. That mic, let me just see, I think the mic in front
of you is—which one—OK.

Dr. FUNG. Good afternoon.

Mr. SHAYS. Good afternoon, Dr. Fung. Nice to have you here.

Dr. FUNG. Thank you. Mr. Chairman.

Dr. FUNG. Mr. Chairman, Congressman Barrett, ladies and gen-
tlemen in the audience, my name is John Fung, and I'm a trans-
plant surgeon.

Mr. SHAYS. Doctor, I'm really sorry, but you’re going to have to
hold it real close to you. These mics are designed to——

Dr. FuNG. I'll try better. I'm the director of Transplantation Serv-
ices at the University of Pittsburgh. And I come from a unique per-
spective, primarily because the University of Pittsburgh has a very
long history in transplantation, has one of the largest experiences
in the world. We have performed transplantation for citizens in
every State of the union, including the territories and common-
wealths of——

VOICE. Speak up.

Mr. SHAYS. Let me just say this to you. No noise from the audi-
ence, please, but hands are appreciated. Doctor, evidently you've
got to be like this. OK? Think of yourself as a singer or something.

Dr. FUNG. Contrary to some beliefs, the University of Pittsburgh
Medical Center has no managed care contracts. We do not go out
and recruit patients to our center, yet 60 percent of our patients
on our waiting list are outside of our local area.

Now, I have been involved in organ transplantation since 1984,
and I have been active in transplantation policy issues over the
past 8 years. I've been involved in a number of UNOS committees,
including the Liver and Intestine Subcommittee, and I currently
serve as the region 2 representative to the UNOS board. I would
like to thank the subcommittee, as everyone else on the panel, to
have the opportunity to provide testimony today.

In short, I do want to express to the subcommittee how impor-
tant I believe this effort to be and that I endorse very strongly the
principles announced on March 26 by Secretary Donna Shalala be-
cause it embodies in its final regulation a truly patient-driven sys-
tem with the emphasis on saving patient lives as its highest cri-
teria for organ allocation. I would commend her for taking a strong
stance in favor of increasing equity and increasing access for pa-
tients which support the objectives of NOTA. She has already
stressed that it is important to maintain the physician-patient rela-
tionship as well as a policymaking function of the transplant pro-
fessionals of UNOS. The Secretary has stated that these regula-
tions provide policy guidelines and a policy framework which per-
formance objectives but not the policies themselves are crafted
upon. Originally I had intended to spend the few minutes I had to
detail the history of allocation controversies, the status of liver
transplantation in the United States, limitations of UNOS. Obvi-
ously this would take too long, so what I would like to do is to re-
view some of the issues that were brought up today and a brief
summary of my own comments, but I would also——

Mr. SHAYS. Let me ask you a question. Are you all hearing in the
back? Let me just say, the reason is, you've got to project a little
with what you have to say. First off, we could have had this hear-
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ing in Pittsburgh, and then we could have had people from Wiscon-
sin go there. You were good enough to come here. We are having
the hearing here and so I know the audience is very interested to
know what you have to say, but I do want to make sure that you
are projecting. And you have—we gave Ms. Shapiro about 10 min-
utes. You have a bit of time here. I want to make sure we cover
this information.

Dr. FUuNG. Well, thank you. I have submitted written testimony
and some appendices to that which I think will be informative and
provide you with some factual data. I believe that UNOS has
worked under the mistaken belief that it alone, without Govern-
ment and adequate patient and family involvement, can decide
really what is best for transplant candidates. Regrettably, the long
delay at the issuance of final regulations by HHS has only fostered
that myth of really almost uncontrolled authority and autonomy.
We recognize that UNOS created a unique public/private relation-
ship with the OPTN, but even as late as 1996——

Mr. SHAYS. Doctor, I'm going to just get on your back here. You
just need to get that mic much closer to you. If you hold it, because
I notice you want to rest your arm down, just hold it down like this
and you will get it. Your testimony is very important, and we’d like
people to hear it.

Dr. FUNG. I'm sorry.

Mr. SHAYS. It appeared that that mic is not as good. Yes, let’s
see if that mic is better.

Dr. FUNG. Is that better? Hello. Hello.

Mr. SHAYS. It's really the same mic.

Dr. FUNG. Right. Well, let me try, if I can just set it up here,
maybe that will help.

I would say even as late as 1996, the Senate Labor and Human
Resources Committee, which was chaired by then Senator Nancy
Kassebaum, identified that there was a need for the Government
to provide oversight to OPTN policies. Now, we had hoped a long
time ago that HHS would have issued OPTN regulations. We have
heard today that perhaps these regulations are not necessary. We
have heard that UNOS has made an earnest effort and made great
strides in trying to move forward with some of the principles that
they elucidated, but I really would argue with that fact. I would
say that the failure to increase donation rates significantly, the
failure to weed out poorly performing programs, the reluctance to
provide data to HHS as specified in contract, failure to mediate a
solution to the allocation policy and their failure to adopt public at-
titudes into UNOS policies really suggests that there is much work
that needs to be done.

I believe that Secretary Shalala should be complimented on get-
ting the final rule right for patients. It is a long-awaited and much
needed re-orientation of the OPTN, and the priorities which are
specified in NOTA.

We have all heard what the laudible principles are. There are
really five of them: Equity for patients on the waiting list, access
to transplant center data for patients, a level playing field as de-
fined by standard listing and status criteria, reaffirmation of the
Government oversight role, and encouragement of patient partici-
pation in transplant policymaking. Some people credited this to be
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HHS’ creations, but in fact, these principles have been with organ
transplantation for over 20 years. The 1977 AMA Council for Ethi-
cal and Judicial Affairs, as we heard before, confirmed that organs
should be considered a national rather than a local or regional re-
source and that geographic boundaries in the allocation of organs
should be prohibited. This concept was further reaffirmed in 1984
by NOTA, in 1986 by the U.S. Task Force on Organ Transplan-
tation, and more recently in 1991 by the Offices of the Inspector
General, which we heard this morning.

The GAQ, in 1993, recognized that the OPTN and their policy-
making capabilities created a potential conflict of interest. In addi-
tion, when we talked about reauthorization of NOTA in 1993 and
1996, both of the panels recognized that there was a problem with
geographic inequity and recognized it was an importance for the
Government to provide oversight to OPTN policies. We know that
the public has views. The question is are these views being imple-
mented? In 1994 UNOS commissioned their survey in which over
1,700 randomly selected members of the general public, recipients
and candidates were asked to address questions about organ dona-
tion and allocation. The majority of patients, of recipients, can-
didates assigned the lowest priority to keeping organs locally, and
we heard that from Mr. Volek today, when the majority of them
would assign the highest priority to patients who had the least
amount of time to live. Only 22 percent of recipients and 20 percent
of candidates assigned top priority to the patient who had the “best
chance at survival.” One-third of patients felt that top priority
should be to make equal waiting times. And we believe these have
not been incorporated into UNOS policies. Now, we recognize that
organ shortage is the driving force here. And I support all possible
initiatives to increase organ donation. I have some ideas of my
own, but we can discuss that later. But I really do believe that it’s
important to engender the trust of the public and only by doing
that can we increase donation. Sixty-six percent of the respondents
in that survey, the general public, said they would be more strong-
ly influenced to sign a donor card if they were sure that the policy
favored a national distribution rather than a local distribution.

I"would like to emphasize also that even if there were more or-
gans available for transplantation, the issue of fairness to all pa-
tients must be the foremost principle in allocation policies. In my
opinion, I believe that HHS and the Secretary have weighed all the
arguments, they have examined the evidence, they have listened to
all the testimony and have arrived at the conclusion that fairness
is the most important guiding principle.

We believe that in the short period of time that the Secretary
and the HHS has allotted for the development of these policies that
UNOS should begin to earnestly work on setting these policies up.
But instead all we see is a flurry of media and lobbying activity
which is only—whose only goal is to influence legislators to inter-
vene on UNOS and the transplantation program behalf. We are
also—it’s also unfortunate that there are many superficial state-
ments I consider half truths that are being sent out into the media.
For example, we had heard today that the very sickest patients
who are in the Intensive Care Unit, for instance, have equal wait-
ing times. Now, Dr. Fox recognized and had tried to explain to you
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that this is really an artifact and really meaningless. Why? Be-
cause in that status there is only a 7-day maximum with a 7-day
extension. So excluding the patients who are dying, you can’t really
have a tremendous variation from region to region.

I think that UNOS has a fiduciary responsibility to provide the
patients and the public with accurate, complete, and useful infor-
mation that is based on fact and science, not a cursory examination
and a cursory summary. If they were really factual, UNOS actually
would be doing the public a service. They would be educating them,
but in fact, that is not happening. Instead, the use of scare tactics
projecting that the final rule would “make it more difficult for the
majority of patients to get a transplant, for centers to close, likely
need to decrease in donation, result in fewer patients receiving
transplants.” There is no data to support these contentions, these
claims.

HHS regulation in no way affects the patient’s freedom to choose
the center that he or she wants to go to. Does not force patients
to travel to a center that they do not wish to. Does not call for clos-
ing of transplant centers. It does not force transplant programs to
transplant patients in extremis.

Dr. D’Alessandro has stated that it’s not, that transplanting the
sickest patients may not be the optimal utilization of donor organs,
but the Secretary has already stated that it is the OPTN’s medical
policies that will determine what constitutes a futile effort at trans-
plantation. And I actually believe that the Secretary and her staff
recognize there is a concept of greatest net benefit. Net benefit is
a difference in survival between those that are transplanted and
with those that there is survival without a transplant. And in fact,
the greatest net benefit are for the patients in the Intensive Care
Unit and hospital, a 50 percent increase in survival versus no net
benefit in survival for 2 years in the other group.

Mr. SHAYS. Thank you, Doctor.

Dr. FUNG. I will just conclude, I am just going to say I really be-
lieve that the final rule does not impinge on UNOS. I believe that
UNOS has wide latitude to make policies that will eventually be
viewed by the HHS as seeing whether or not it achieves the prin-
ciples that they've elucidated. I thank you.

Mr. SHAYS. Thank you.

[The prepared statement of Dr. Fung follows:]
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Introduction

Good morning, Mr. Chairman and Congressman Barrett. My name is Dr. John Fung and I am
the Director of Transplantation Surgery at the University of Pittsburgh Medical Center, where I
have been involved in organ transplantation since 1984. Qur transplant center is unique in that
we are the largest and most experienced center in the world. We have performed liver
transplants for citizens from every state in the Union and from its territories and
commonwealths. Contrary to some beliefs, the University of Pittsburgh Medical Center has no
managed care contracts for liver transplantation, yet over 60% of the patients on our liver waiting
list are outside of our catchment area.

I have been actively involved in UNOS affairs since 1990, serving on a number of UNOS
committees, including:

1) Scientific Advisory Committee

2) Liver and Intestine Transplantation Committee

3) Liver Allocation Modeling Sub-Committee

4) Membership and Professional Standards Committee
5) UNOS Board of Directors.

In addition, I have been involved both nationally and internationally in numerous academic and
transplantation societies, including serving as the current President of the International Liver
Transplantation Society. I have served as an advisor to state and federal agencies on transplant
related issues. I am enumerating these organization to emphasize that my experience in
transplantation spans a number of years and that 1 have diligently and responsibly represented the
transplant community on issues of scientific and academic interest.

I would like to thank the Subcommittee for the opportunity to provide testimony today in
considering the effectiveness of current organ distribution practices and the implications of the
proposed changes from the Department of Health and Human Services to the organ allocation
system.

In short, I strongly support the principles announced on March 26, 1998 by Secretary Donna
Shalala as embodied in the final regulation because they truly place patient benefit and the
saving of patient lives as the highest criteria for organ allocation. I commend her for taking a
strong stance in favor of increasing equity and access for patients to support the objectives of the
Nationa! Organ Transplant Act of 1984. She wants to maintain the important physician-patient
relationship as well as the policy-making function of the transplant professionals in the OPTN.
The Secretary has clearly stated that these regulations provide policy guidance and a policy
framework with specific performance objectives but not the policies themselves.

It should be emphasized that this regulation in no way affects the freedom of patients to select
the transplant center of their choice; it does not force patients to travel any farther to a transpiant
center than they wish to; it does not call for the closing of any transplant centers; and it does not
force transplant centers to transplant patients in_extremis. You may hear such conflicting
testimony today that you will perhaps wonder how the witnesses can possibly be talking about
the same issues. 1 am knowledgeable about the process UNOS uses to develop organ allocation
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policies and I can assure you that the concerns expressed by the Department about the OPTN in
the Preamble are accurate and valid. The original commitment to the welfare of all patients has
been replaced by a mistaken belief that the OPTN alone, without government involvement or
adequate patient and family involvement, can decide what it thinks will be best for patients. The
bureaucratic trappings of the OPTN and the long delay in the issuance of final regulations by the
Department have fostered the myths of unlimited authority and autonomy. The final rule is a
long-awaited and needed reorientation of the OPTN and its priorities within the objectives of
NOTA.

: lj f

The National Organ Transplant Act of 1984 created the unique public-private partnership of the
OPTN. NOTA specified "a national list” and a "national system for the allocation of organs,”
although the details of the list and system were to be developed by the transplant professionals
in the OPTN. As recently as 1996, the Senate Labor and Human Resources Committee chaired
by Senator Nancy Kassebaum Baker clearly recognized the role of the transplant community
with regards to developing OPTN membership criteria and medical aspects of transplantation.
However, these deliberations also identified the need for the government to provide oversight of
OPTN policies.

Many of us, quite frankly, hoped that HHS would issue OPTN regulations much sooner than it
has. The OPTN has developed transplant policies without significant federal input ever since
UNOS successfully bid for the first OPTN contract in 1986. The amendments to the Social
Security Act in 1986, the General Notice in 1989, the Notice of Proposed Rulemaking in 1994,
the 1996 notice of the HHS hearings, and now the final rule with comment period tantalized the
community with the prospect of the Department issuing regulations. Secretary Shalala should not
be faulted with the lack of progress of her predecessors in issuing the final regulation. She
should be complimented for getting the final rule right for patients at long last.

Defini Principles i Transplantation

The Secretary has clearly defined noble principles, namely: 1) equity for patients awaiting organ
transplantation as measured by waiting time and medical urgency; 2) access to transplant center
data for patients; 3) a “level playing field” by defining standard listing and status criteria; 4)
reaffirmation of the government oversight role as a public advocate; and 5) encouragement of
patient participation in transplant issues.

Contrary to some beliefs, these elucidated principles did not originate at HHS. Advocacy
groups, ethics committees, governmental agencies, consultant groups and various task forces
have all arrived at similar recommendations over the past 20 years.  Starting in 1977, the
American Medical Association Council on Ethical and Judicial Affairs affirmed that “Organs
should be considered a national, rather than a local or regional, resource. Geographical priorities
in the allocation of organs should be prohibited....” In 1984, the National Organ Transplant Act
called for the fair and equitable national allocation of organs among patients in accordance with
medical criteria established by the OPTN. An accompanying report from the Senate Labor and
Human Resources Committee stated: “An equitable policy and system is necessary so that
individuals throughout our country can have access to organ transplantation when appropriate
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and necessary.” As called for by NOTA, the U.S. Task Force on Organ Transplantation in its
recommendations in 1986 clearly stated the need to avoid using geography as the basis for organ
distribution. The 1991 report of the Office of the Inspector General cited the deficiencies which
existed in the OPTN with regards to equitable organ distribution practices. The 1993 General
Accounting Office report recognized the potential for conflict-of-interest in the policy making
abilities of the OPTN with its membership and structure. Finally, two separate attempts to
reauthorize NOTA, in 1993 and 1996, also pointed to the need to minimize geographic
differences in access to transplantation and further recognized the importance of govemment
oversight in OPTN policies.

Voice of the Publi

It is clear that transplant policies greatly affect the public, but their involvement in policy making
has been minimal. There is ample evidence that UNOS represents the transplant programs rather
than the transplant patients. For example, UNOS commissioned a survey in 1994, to determine
the opinions of those who are affected by the allocation policies. A sample of 1,752 randomly
selected members of the general public, recipients and candidates were asked to answer
questions about organ donation and allocation. Sixty percent of recipients and 58 percent of
candidates assigned the lowest priority to keeping organ locally. Fifty four percent of recipients
and 50 percent of candidates assigned top priority to the patient who has the least amount of time
to live. Only 22 percent of recipients and 20 percent of candidates assigned top priority to the
patient who has the best chance of survival. Making waiting time “about the same for all
patients nationally” was a top priority in over one-third surveyed. Sixty six percent of the
general public would be more strongly influenced to sign a donor card by a policy that favored
national distribution rather than local distribution. It is apparent that UNOS has not adequately
integrated these viewpoints into its policies.

Other patient organizations, such as the American Liver Foundation, Transplant Recipients
International Organization, National Transplant Action, and the Minority Organ and Tissue
Transplant Education Program, have all endorsed the Secretary’s position and affirmed the rights
of the patients and public in providing input into transplantation policies.

How Will UNOS Respond?

It is my belief that the Secretary and HHS have adequately weighed the arguments, examined the
evidence, listened to the testimony, and arrived at the conclusion that fairness for patients is the
most important guiding principle in organ transplantation. Given the time allotted by the
Secretary to devise policies to achieve these goals, one would expect UNOS to begin committee
deliberations. Instead, we have seen a flurry of media and legislative activity to attempt to
influence legislators to intervene on behalf of UNOS and transplant programs. UNOS and the
transplant programs have already shown that they cannot be objective parties in these
deliberations. UNOS’ press releases emphasize the impact of these regulations on their
transplant program constituency, primarily the smaller transplant programs, which UNOS has
pledged to support. As voiced by a member of TRIO, “Individuals need to have the option to be
transplanted at the institutions of their choice according to the greatest medical need without
ignoring the great number of patients that await at larger institutions. Neither group can be
ignored...”.
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Half-truths and superficial statements are the public relation tools of choice for UNOS and some
of its members. For instance, UNOS states that the "very sickest patients - those who are in
intensive care units" have relatively equal waiting times across the country. When one
appreciates that a patient can only remain in this status for seven days, with one seven-day
renewal, the claim that there are “relatively equal waiting times” is artifactual and meaningless.
Rather the chance of dying in this status is much more revealing - this varies five-fold amongst
the 11 UNOS regions. Both computer models show that the waiting times for the Status 1
patients will be reduced to 1 or 2 days, if policies which comply with the regulations are
implemented. The difference in waiting times for Status 2A and 2B patients are substantially
greater than for Status 1 patients. Status 2A patients suffer from chronic rather than acute
conditions, but they also have a life expectancy without a transplant of 7 days or less. Both
computer models show that broader geographic sharing of livers will reduce and equalize the
differences in waiting times for these 2A and 2B patients.

If the UNOS releases were factual, they would provide a service to the public by way of
educating them. Instead, UNOS has chosen to employ scare tactics in projecting that the final
rule: "would make it more difficult for the majority of patients to receive a transplant”; "force
many smaller transplant centers to shut their doors"; "likely . . . cause a decrease in donations”;
"result in fewer patients receiving transplants”; “individuals . . . will have to travel great
distances and be separated from their loved ones”; and “20 percent of transplant patients who are
on Medicaid might find it impossible to receive a transplant because of the need to travel to a
distant center.” There are no data to support any of these claims. As the administrator of the
OPTN, UNOS has a fiduciary responsibility to patients to provide accurate, complete, and useful
information which should be based on science, not wild speculation.

UNOS and some of its members have argued that transplanting the sickest patient is not the
optimum use of donor organs. The Secretary has stated that the intention of this regulation is not
to transplant patients whose outcomes are futile. However I believe that HHS recognizes that the
greatest net benefit of liver transplantation is for those patients whose outcomes without
transplantation are poor. The net benefit is the difference in survival between those who are
transplanted and those who are not. UNOS data have already shown that this difference is
greatest for the sicker patients (on the order of 50% at one year) as compared to the most elective
patients (no difference in survival for more than 2 years). Any program (whether large or small)
will have the same likelihood of performing transplants should they choose to transplant patients
in the higher risk categories. Unfortunately, some programs currently perform greater than 90%
of liver transplants as an elective procedure, while others are forced to transplant more than 90%
of their transplants as inpatients. Under the “one center-one vote” policy, UNOS policies
represent the interests of its membership, the majority of which perform less than the Medicare
minimum requirements. Since many Medical Assistance programs require Medicare certification
to provide transplant services, the current system does great disservice to the underprivileged
population (if one were to believe this argument). In the United States, many transplant
candidates travel outside their “home” area to receive a transplant. Fourteen states have no in-
state liver transplant program, and almost one-half of the country’s citizens do not live in a
Metropolitan Statistical Area with any liver transplant program. With broader geographic
sharing of organs, those patients who are required to travel for a transplant (because of insurance
requirements or the lack of a local transplant program) or those who choose to travel for a
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transplant (because of specific treatment needs or low mortality rates) will have a fair and equal
chance to receive a donated organ. The latter point is important when one considers that the
number of poorly performing programs outnumbers the number of excellent performing centers
by a two to one margin.

Some critics of the regulations prophesy that “many transplant centers” will close as a
consequence of these regulations. There is no evidence to support such predictions of doom and
gloom. Transplant centers usually house more than one different transplant program (kidneys,
heart, liver, lungs, etc.), but not all centers have transplant programs for all organs. In fact, some
very good transplant centers have programs which specialize in transplant of only one or two
organs. There is no evidence that closing a heart program, or never starting one, reduces the
number of donor families in the area who consent to donate a loved one’s heart. The two studies
described earlier found that donor families donate organs to help patients who are close to death.
There is no evidence that donor families say “yes” to donating a heart and liver, but “no” to
donating lungs because the lungs may go to an out of state patient.

Conclusions

The final rule with comment period does not encroach on either the OPTN's authority to
establish membership and medical criteria as set forth in NOTA or the OPTN's policy-making
function. To the contrary, HHS is offering UNOS wide latitude to restructure its system of
allocating organs, demanding only that the final product achieves the principles set forth in the
HHS regulations. We applaud the HHS regulation in its broadest applications, for all solid organ
trangplants, enhancing organ donation, taking into account patient interests as the primary
objective, and defining the role of the government in OPTN policy-making.

We believe that OPOs should not be involved in organ distribution matters; they should
concentrate on increasing donation. Patients should not be held accountable for OPO efficiency,
nor should they be forced to consider anything but where they can expect the best service or
outcomes. The entire transplant system will benefit by enhancing fairness in the system. These
have been the principles that we have long argued in the OPTN forum. The salient points are
included in a manuscript, which is attached for your information, and a statement addressing the
issues in a UNOS release.

While much public attention has been focused on the organ allocation sections of the final
regulation, the Secretary has included a number of provisions other than allocation that are
extremely supportive of patients:

» Center-specific transplant data will be available to patients and families in an easier
and far more timely way to help them in making their treatment decisions;

» The OPTN Board and Executive Committee will have expanded patient and family
representation, in more balanced proportion to the number of transplant physicians
and surgeons;

» HHS will examine more closely the patient registration/waiting list fee for fairness
and appropriateness;
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» The standardized listing criteria and standardized medical status criteria will also
contribute to greater patient equity across the country, at all transplant centers. In
addition, they will provide medical guidance as to the medically appropriate times
when candidates may be removed from the waiting list because of their condition.

These provisions and the organ allocation sections are set in the context of an OPTN policy
development process that will benefit patients and save more patient lives.

We hope that this subcommittee will set aside the politics presented here today and focus only on
the perspectives of patients. We hope that the decisions reached by this committee will be based
on the facts, not on media hype. Thank you for allowing me to speak today. I am ready to
answer any questions that you may have.
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UNIVERSITY OF PITTSBURGH RESPONDS TO ADDITIONAL CRITICISMS
OF THE NEW ORGAN ALLOCATION POLICY

Health and Human Services Secretary Donna Shalala announced on March 26, 1998,
new regulations to reform the nation’s organ allocation system. Under these new regulations,
organs will go to patients who are the sickest regardless of their geographic location. The
regulations also call for much-needed government oversight.

The University of Pittsburgh and other transplantation centers throughout the country
along with patient advocacy groups applaud the Secretary’s action. All believe the new
regulations will improve the prospects for patients awaiting organ transplantation.

On March 25, the day before the federal announcement, the United Network for Organ
Sharing (UNOS) issued a statement criticizing the new regulations. (UNOS is the private
agency that holds the government contract for organ allocation. ) Following the issuance of the
UNOS statement, the University of Pittsburgh issued a response to all points made in their
document.

While praised by most, there remain a few who are critical of the new regulations.
Becanse it is necessary for the public to be well informed, following is a rebuttal of issues that
have been raised since the Secretary’s announcement.

Critics of the HHS regulations argue that a system that shares donor livers more widely
and gives priority to sicker patients would increase the number of patients receiving
second and third liver transplants. This criticism is not necessarily true.

Under the current allocation system, which results in more than 50 percent of organs
going to the least sick patients, a large number of organs that become available to the sickest
patients often have been rejected for use by the transplant surgeons within the local or even the
regional areas where they originated. Those organs, thus, are relatively low in quality and when
transplanted into the sickest patients (who have no other choice), ofien fail. With a system that
provides broader sharing, the sickest patients would be offered higher quality organs, resulting
in fewer transplants.

Offering organs to the most medically urgent patients first will, therefore, decrease
their retransplant rate and increase their survival rate.

Critics contend that, with the current allocation system, the waiting time for the patients
does not differ materially among the UNOS regions. The average amount of time such
patients wait in their last episodes in Status 1 before they obtain liver transplants ranges
from four to six days amoag the 11 UNOS regions.

Transforming the Present — Discovering the Future
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only be listed in the most urgent status if they are expected to die within seven days. Thus, a typical waiting
time of four to six days makes sense because these patients must cither be transplanted within that period or
die before a donor organ bocomes available.

With the curreat system, among the paticnts in Status 1, 33.4 percent die before obtaining a
transplant. This percentage ranges from 17.1 percent in one region to 49.1 percent in another. Analysis
indicates that with alternative systems that provide broad geographic sharing, only sbout 4.0 percent of these
sickest patients would die pre-transplant. In addition, the typical waiting times would be ane or two days
shorter than they are with the current system.

Critics say organ donation will decrease because organs may go outside the local area.

Based on current knowledge about the donation process, there is no factual basis for claiming the
changes in allocation policy sought by the HHS regulation will adversely affect donation rates. To the
contrary, increasing the equity of the national organ allocation system may improve public trust in the system,
which can only have a bencficial effect on donation.

Surveys conducted by UNOS and HHS have found that both the general public and donor families
themselves wanted donated organs to go to the patients who need them the most regardless of where they
might be in the United States. In onc survey, 75 percent of the respondents disagreed with the statement:
“‘donor organs should go to someone in the area where the donor lived.”

People generally agree that donated organs are a national resource, and do not belong to the organ
procurement organization, a transplant program or a state. They assert that all patients, regardless of where
they live or choose to have their transplants, should have equal opportunity to benefit from organ donation.

It, therefore, follows that, so long as organs are a scarce resource, they should be allocated equitably.
If the public perceives that the allocation system is fair, people will be more likely to support organ donation
and to choose to donate organs themselves.

At the time that the family of a potential organ donor is approached to provide consent, it is not
known whether the donor organs will be provided to a recipient in their community or elsewhere. This is true
with the current system, and will continue to be true with any alternative policy. It is important to realize that,
on the average, three organs are recovered from cach donor. It is not reasonable to belicve that a donor family
will donate a liver or kidneys but say no to a heart donation because it may be used in another state.

Critics say that all organs will go to large centers because they have the sickest patients.

With broader geographic sharing, after an initial transition period, paticnts at centers with long
waiting times will be offered donor livers after the same waiting time that paticnts at smaller programs
experience. All programs will obtain donor livers on an equitable basis. Transplant programs will receive
organs in proportion to the numbers of patients who register with them. Programs will therefore maintain
their access to donor organs to the degree that they can attract patients to register with them on the basis of
their medical proficiency, their accessibility, their cost, and any other factors that patients value. Even with
broader sharing, so long as programs are successful in attracting patients, they will be successful in obtaining
donor organs when their patient becomes the next compatible patient on the waiting list
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The Ratlonale for Equitable Liver Allocation

John J. Fung, MD, PhD and John P. Roberts, MO

_Prior to 1967, whan the first hman fver transplant
was succesaluly performed, end stage lver fallure was

fare must be the paramourt conskderation”. NOTA cal'ed
for the lormation of the OPTN, which ls responsible for

* gynenymous with death. A inl
sion. preservation solutions and techniques have #ig-
nificantly mproved the results after iiver transplentation.
In June 1083, the Nstional institutes of Health heid @
consensus development conlerence on Gver lranepian-

taton and uded: “Liver tentation is a thera-
peulic modality for end stage Bver disease that deserves
broadsr application.”

As the naed and application of itver transplantation
has grown, the pressure exerted on 8 imited donor pool
contnues o In principle, ftvers are afl d
to patients with the greatest need, since they derive the
maximum benefit fram this procedure. In practice, pe-
tients with years of fife-expectancy are being transplanted

in large numbers, sven though needier walting patients .

ase dying without access to these Bvers. This disturbing
pragtice has been perpetuated dus to the resistance of
the Organ Procurement and Transplantation Network
(OPTN) to eliminate artificial geographlc boundaries,
which have created obvious inequities in access ol pa-
tients 1o liver transplantation. This can best be seen by
an examination of the Increasing disparity of median
waiting Umas across the county. This discrepancy Is par-
ticularty important when examining the Iikelthood of pa-
tients dying while walting for & Iver transplant. In spite
of public oplnion denouncing these inequitles, OPTN
procedures make it extremaly ditficuil, It not impossible,
to make mid-course adjustments, This will serlously
hamper any future attempts at increasing organ gvall-
ability. Since these are not only medical fssues but also
pubiic policy lssues, there ls slrong justification and need
for govemment oversight and Intervention.

Getling Back to the Fundamentals -
The Nationsl Organ Transplant Act
{NOTA)

12 1984, the Nationa! Organ Tranaplant Act (NOTA -
P.L 88-807) waa passed by the Congress of tha United
States, and the Intent was to deveiop a fair and efficient
national system for the disirbution of organs. The cardt-
nal principle of NOTA was stated simply: "Patient wel-

0 meena to maximize organ procurement and
develop aquitable ellocation aigorithms, and creation of
a Scienlific Registry, which would aliow for evatuation of
cutcomes for transplantation. (n addition, t called for
the establishment of a 25-member Task Force on Organ
Transplantation, whose recommendations were pub-
fished in Aprll 1988, This report desoribed & national
organ-sharing network that had nationel standards for
organ procurement and distribution. patient prioritization
and broad public representation,

In 1887, the United Network of Organ Sharing
{UNOS) was awarded the contract from Health Re-
sources and Services Administration (HRSA) to main-
tain beth the Sclentific Registry and the OPTN. This
subcontract was renewad in 1890, in 1993, and again in
1897, Unfortunately, NOTA has not fared as well. NOTA
was reauthorized In 1990, but failed to be reaythorized
in 1933 and again In 1996. In these reauthorization at
tempis. the principles of NOTA wers reaflirmed and
deemed worthy, but Rs fallure to be reaulhorized was, in
pact, finked to a provision, calling for the Comptroller
General of the United States lo study and recommend
changes regarding equitable allocation of organa. in the
masi recant version of the Reauthorization Act of 1995,
the authors were noted as stating: “...the Network con-
tractor ... has a monopoly. The Integration of the poficy-
making body {the Network) with the Naiwork contractor
. aflows the Network coriractor to function In a manner
which poses a threat for a conflict of interest. ... we ba-
lleve that the elected government of the people shouid,
In parinership with ths private sector, be ihe uitimate stew-
wrd of this special gilt, ensuring that this gift ks properly
cared for, edequately regulated, and distributed equally..”
The original supporters of NOTA clearly envisioned a list
apanning the country that provided organs equitably and
Justly to candidates based upon greatest medical need
(as d by d medical criteria), regard-
legs of location. Geography - whelher on the basis of
where the patient chooses to have his or her ransplant
or where the organ wag retrieved - should be irrefevant.

SNONIJO INTFHEND
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The OPTN policies dictating organ aftocation clearly
affect ths patent population, yet the patents input into
the policy making precess has been limited, a8 evidenced
by their mincrity voice It the OPTN, The 1286 Report of
the Task Force cn Qrgan Transplantation concluted: It
is implicit ini the framework of such a national network
that the tranepia -t community views donated organs as
a public resource...” In addition, they also stated: “...the
pubiic must participata in deolsions of how thig resource
(donaled organs) can be used to best serve the public
intergst.” In an atlempt to exprass the opinlons of those
who ara a”scted by the aliocation poficies, UNOS com-
missioned a survey In 1894, in which 1,752 randomly
selectad members of the general pubiic, racipients and
candidates wers asked to address questicns about or-
gan donaticn and afiocation. Sixty percent of recipients
and 58% of candidates assigned the lowest prority o
keeping organ localty. Fitly-lour percent of reciplents
and 80% of candidates assigned top priority to the pa-
fent whe has the least amount of time to Ive. Orly 22%
of recipients and 20% of candidates assigned top prior-
Ity ta the petient who has the best chance of survival.
Meking weiting time "about the same for all palients na-
tichally” was a ‘ap priority In over one-third surveyed.
Of the general public, €5% would be mere strongly influ-
enced to sign a doner card by a policy that favored na-
tional distritution rather than local distribution. It Is ep-
parent that the current OPTN policies have nol ad-
equately integrated these vigwpcints,

Grading NOTA - Has It Measured Up to
its Expectations?

It is evident that the current system does not effec-
tively ircrease the avallability of and acceas to donor
organs. KRASA envisioned the purpose of the OPTN t0:
*... Improve the effactiveness of the nation’s organ dona-
Uon, procurement, and transpiantation system by increas-
ing the availability of and access to denor organs for
patients with end-stage organ failure.” Since the imple.
mentation of the OPTN in 1887, the number of cadaver
organ denors have Increasad from 4,083 o 4,846 (18%
Increase), while the number of patients awalting organ
fransplaniaiion have increased from 16,028 to 33,352
(108% ircreass) In 1993. Mast of the Increases in organ
donation have ccme from donors who were ence con-
slderad too oid foruse. The increased disparity between
available danors and patients on the waiting fist haa re-
suftad in increased annual deaths whie walting from

1,481 to 2,889 (95% increase). It has been assumed
that one of the principal explanations for the tailure to
aignificantly increasa donetion ls & lack of public aware-
ness. As a result. over the past few ysars, millons ot
dollars have been channeled into aducational efforts. In
spite of theso efforts and resources, there has nol been
any substa~tial Increasa in organ donation or In consent
rates. Mare recently, sludies have suggesiad that the
perception of inequities in the organ transpiant field may
play a signifcant role in the relusal to donate.

Procurement sctivities are an important component
of Increasirg organ donation. Organ Procurement Or-
ganizetion (OPO) efficiencles (measured by argan pro-
curement rales) vary considerably.  In 1894, OPO’s
roported thsic eficiency of procurement, expressed In
donore/milion. The figures ranged from & low of 10.8
donors/miliion population to a high ot 33.9 donors/mi-
fon, with 2 national average of 19.5 donora/miion. These
figures ere fa- short of the potential donor pool of 80
donors/milicn. In another analysis of OPO performance,
lhe percentage of donors from whom & liver was cbiained,
ranged from 0% to 92%, with a national average of 73%,
These ranges of OPO efficiency suggest that differant
0PQ's have varying degrees of gommitment to organ
donaticn. As noted in the 1993 GAO report, which was
mandated tc study the eflectiveness of the organ pro-
curement: "HRASA and the Network coniractor, UNOS,
are resporsizie for averseeing the effectiveness of the
organ precurement orgenizations In Increasing organ
supply. Nevher, hy , has ) the organi
tior:a” procuremer:t efforts or adopted a measure for as-
gessing procurement effectiveness.® in September 1094,
€n interim ~:na' Rule with perfarmance standards for
OPOs was fublisted inthe Federal Register. Howaver,
recent cons.deration to enhance Ineflective OPO gut-
comes by merging them with effictent cnes were met with
a greet legislative outery, resulling in only remedial ac-
ton being taken.

An Overview of the Allocation Policles

There e:0 two elemants which determine Ihe afio-
cation of organa for transplantation, The first I the sys-
tem of pricriization, which Inoorporates princlpafly medi-
cal determrinants, such as medical urgenoy end time
waiting. The second eloment affects the dlalribution of
organs ameng the difterent arees of the counlry. The
distribution system offers the organ first 1o patients in
the local 2:ea who are walting, then fo a ragional area,




and finally to the nation at large. The decisions that af-
fect both priortizstion and distrbution are made by OFTN
members ard approved by their Board of Directors,
Under the terms of NOTA, the OPTN policies are to be

Aewed and app by the Secretary of the Depart-
ment of Health and Human Services (HHS) before be-
coming binding. Unforiunately, none of the OF TN poil-
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their original Intent. Originally, overwhelming weight for
Tver distribution was given to urgency of need, because
there is no treatment option comparsble with the a:tifi-
clal kidney. This is in keeping with the origina! Intent of
Rver transpiantation, that s, to provide a iife-saving pro-
cedure lor those who had fallad il medical and surgical
opﬂom. ‘The appropriate iming of kver transplantation

cles have yet baen approved by the federal o
In 1683, the GAO report cited e lack of HHS role in
assessing the impact of changes to UNCS aliocation
orilerta with respact to tha "impact on the equitatle dis-
tnbution o! organs nor the mertt of incorporating these

q a | donor oot from which the recipient
population oan be served, as cafled for by NOTA. The
introduction of the University of Wisconsin solution In
1987, and prompt defineation of s capabilites by the
end of that year, mada #t possible for safe shipment of

changes into UNOS Hlocation criteria. Neverthel
these op jic ine the fate of simost
20,000 patients |halm fisted lor transpiantation at any
time, as well as the fale of approximately 20,000 palients
that undergo trenaplantation each yea: in the United
States.

The relative weight given to proritzation and datri-
bullon varies amaong the various organ trersgiants, Be-
causa the eiements of prioritization and distribution are
60 closely linkad, the distribution scheme may actas a
da laclo prioriization scheme, Although the pricrilization
scheme may decide that the sickest patent wif be of-
tered lhe organ first, only In the Instance whete the dia-
tribution scheme ls a nattonal one, will there be the great-
est probabiiity of thia patient receving en organ. H the
number of dustribution units Increases, the probablity of
having the sickest palient within the urit of distibution
beocmes smaller, and thus will impact on pncr‘ﬂnllon

fivers b most locations in the UnRed States. In
August, 1990, a meeting of the Liver Subcommittee of
UNOS passed a motion 1o alter the allocation poficy, by
removing the most urgent category (UNOS STAT), and
creating a second tler of fiver distribution o !he " UNOS
reglons, in which organ 't was di; g
This policy was adopled by the UNOS Board of Direo-
tors later that year, and look effect an January 1, 1891,
Prior to 1991, the majority of Bver transplants were
performed In more urgent categories (25% on fife sup-
port, 36% hogpltaized or ICU bound, 31% homebound,
and 8% tunctional palients). Since then, the trend has
been to exclude the more urgent status patients result-
Ing in an Increage In the percentage of *elective” trans-
plens (1983: 12% on Iife supporl, 28% hospitalized or
ICU bound, 35% hor d, and 24% funct pa-
tients). This ls responsible for the high proportion of
waiting ‘ict deaths which are comprised of hospital-bound

Thul the effect ol the curren! geog cafty d

scheme id the med.zal prioritization
scheme, al least when viewed on a natons! basis. This
silation {s inequitadle eince a!l patierts are not given
“similar opportunities to participate in the overall organ
distribution system. The faot that the variations cannot
‘be attrib to obj or | criteria, londs sup-
port o criticlsms that some patents are being systam-
atically disadvantaged by arbitrary distribution amange-
mants. This wes highiighted In the 1983 GAO report:
h ing the number of pati idered for an
omnnuyrmﬂhuieohgluﬁm!whohbe"zudhd
for the organ or has been walting longer.*

The Liver Controversy - Allocation of
Livers in the Unlted States

The principles of liver alocation were first ribed
In 1987 and edopled by UNOS, but have changed lrom

and ICU candid,

As analyzed In 2 manuacripts (Bronsther O, et al,
JAMA, 1994, 271:140, and Eghtasad B, et al, Hepatology,
1994, 20(S! 1):56), “slectively Iransplanted” patien’s had
an overall 80-D0% one-year survivel without liver trans-
plantation, and thue, these studies suggest tha! these
palients would have an even higher survivel without iver
transpiant intervention (national survival of 77%) at one
year. A recent analysis performed by UNOS revealed
that the relative isk of dying for "homebound” (Status 3)
Ever transplant candidates and those that underwent
“elective” lver lranspiantation, was not different up to 2
years after inftial Isting. They concluded: there s no
net survival benefit of Bver transplantation for Status 3
pationts within the first 2 years following transplantation.®
On the other hand, iver transplantation ks most efficient
In the setting of tranaplantation of hospitalized or ICU-
bound patisnts, as determined by the e years gained”

SNOINIJO INIHKND



125

328

analysis. Tris type of analysis has been accepted by
the Consansus Confersrice on Indications of Liver Trans-
plantaton (Bismuth H, Hepatolagy, 1994, 20(S! 1): 83}

One intent of UNOS to keep organs locally s to en-
hance the survival of low volums, but local centers. This
shilt of organs from a natianal resource 1o that dictated
by local programs |s readily apparent. In 1988, 44% of
the livers transplanted were from natonally "shared” or-
gans. By 1594, this had fallen lo 10%, and the number
of locally used organs increased from 26% In 1866 to
60% in 194, The emphasis on local use has led to &
loss of oversight on the quallty of Hver transplants being
performed. A recent mnalysis by UNOS revealed that
the volume of transplants perfcrmed by a center Is di
tectly correlated with results (UNQS Update, 1994).
Survival a‘ler liver transplantation hes been shown fo be
related to center eflects, with centers perfoming fewer
than 11 cases per year having a 2.4 limes graater likeli-
hood of death, and centers performing 10-34 transplants
peryear having a 1.6-1.8 tme grealer likelihood of death,
us compared to those that perform 35 or more liver trane-
plants per year. A similar analysis was also completed
by tre Glevetand Plain Desler, which revealed a higher
mortality 2 cantsrs thal perform Jess than 12 transpiants
per year, e minimum yearily requirement for Madicare
certificatior. As nctad in lhe Pars consensus documant
“The I cf liver 1 teams, which
vades widety from center to center, dezends largety on
the rumber of operations carred out; there should thus
be a yearly minimum fo ensure uniferm quality.” Unfortu-
nalely, patients are enticed to mave o cenlers with shorter
waillng tmes, with less emphasis on the quality of the
program, ’

Justitication of UNOS Policies - The
“Managed Care Mentality"

In erder to obtaln the credibility {and profilability)
associated with "good” results, gome programs, under
the prassnt UNOS policies, can systeratically exclude
candidates because of: the nature of the lver dlsease,
the sddec risk of age extremes, advanced dissase, ex-
trahepati i 15, previous abdominal operat
history of social behavior, or other less well defined fac-
tors, which are known (or essumed) to degrade results
or lnareass costs. This mentalty was the Impetus for a
recent cos ial change in the ase'g of priorl-
tles for patients awalling ver transplantation (see fol-
lowing section), Most such rejected candidates are cur-

rently deprived of the right to treatment, bacause !f they
go o other regicns. where good facliiies abound, or-
gans are scarce. Even worse, the insurance carriens
{Including goverr~ent agencies, such as Medicald), may
refuse o allow treatment outside the ragion, on grounds
of nor-candidacy pronounced by a team {ar teams) in
the originating region. More exparienced centers already
tace a prowing stream of rejected candidates, who have
fesources, or are champloned by thelr own physician, to
seek second opirions. These centers have reported
excellent resulls following transplantation of these can-
didates, d by the palients’ own Jocal prog

While only economically efficlent transplant pro-
grams will gurvive in 2 managed cate environment. we
fust insure that transplant centers are gauged on cost
efficisncy on a level playing fleld. Those canters that
may be efficlent but accept only Inappropriately "blue rib-
bon™ candidates must not be compared to those that are
efficient but accept eritcally It patients. This issue has
been recontly sddressed by the Health Care Finance
Administration (HCFA), that stated: "The posttransplant
mortality rate must take in account the contribution to
the risk of dea‘h and the condition of the patient ... ki
1o refiect accurate'y the proficlency of the center. If it
does not, it wiil se-ve as an incentive for centers fo avold
the sicker patients who might well be the ones who ben-
efit most from a Iver transplant.” (Ktpa VE, et al, Trans-
plantaton 1993; 56:564) Some will argue that transpiant-
ing sicker patients will cost the heaithcare system more.
But what greatar waste of healthcare doflars then trans-
planting patients who do not yet need the procedure, or
the costs associated with watching & hospitalized candi-
date Ceteriorate and possily die from lack of a fivar tor
{rangplantation?

In the arena of oversight, litle has been done to
review the quality of the transplant programs which man-
aged care designates as “centers of exceflence”. There
is & perception that "excellence” refers only to cost con-
taif and not medical out . Managed care
plans examine factors which may increase hospital stay
and costs, such as the risk profile of the center’s trans-
piant candidates, the median waiting time,
retransplantation rates, and Immunosuppressive and
antimicroblal prophytaxis regimens, but do not seem to
faotor in medically relaied outcomes. In the 1994 UNOS
Center Specific Report, an analysis of the 88 liver trans-
plant prog r d that the majority of liver trans-
plant programs (73%) had en actual patient survival simi-




lar to the ceiculated survival rate, Qniy 8% of programs
had an actual survival statistically better than the calcu-
latad survival rates. Twenty percent of the liver trans-
plant programs hed statistically significantly worse ao-
tual survival as compared lo calcuiated sunvival. These
statistics have not changed in the 5 yea-s tha: UNOS
has been collecting and enalyzing this data. Clearly, the
public must be infermed about the Issues of quahty as
weil as cost. Competition has becoms intense in re.
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and transpiant canters must comply.” This emphsaizes
the newed for UNOS policies to be approved by the Sec
fetary of HHS In the usual regulatary manner, to asaure
compilance with federal regulations. Over 8 years aftsr
the original public notice publication, there stl!| are no
final ndes which have besn approved, aithough a Notice
of Proposed Rule Making was published in the Federai
Ragister on September 6, 1994,

The structure of tha OPTN and the procedures

sponse to the deaignation of ™ of 1 ® In
the moat recent UNOS Center Specific Report, ane cen-
ter was quoted as stating “The reduced survival ... stems
from a combination of factors ..., & policy discouraging
ratransplantation, and eady withdrawal in patients requir-

dopted by the OPTN have also besn an area of coniro-
versy. UNOS Is a membership organization which is
cofmprised of mastly representatives with invoivement in
transplantation acfivities. Currenlly, less than 30% of
the voting Board of Directors of the OPTN consist of

ing proionged Intensive care”, clearly & reflection of cost
oconsideralions Impacting patient care.

Failure of the OPTN Policy Develop-
ment Procedures

in 1889, & public notice by HHS mandated that OPTN
policies be reviewed and recelve formal spproval of the
Secretary in order to te enforced. Congrass made it
clear that the 1990 amendments “reflect deep concen
on the part of (Congress) In the manrer in which the
OPTN has tunclioned. It is the Intert that this bill wil
assist in @ midoourse correction.” (Senate Report #101-
$30). Unfortunately, the midcourse correction never
came and sirce then thers have been numerous ex-
amples In which major charges in OPTN policies have
been implemented without safeguards, resulting in dras-
tically eitered practices In transglantation. For exampie,
tha current inequities in fiver alocation can be traced
back to a sing'e change in liver aliocstion mads bty UNOS
and implemented on January 1, 1991 (see 2bove), The
Impact of this change in poiicy, was predicted, shortly
8ller the policy took effect. In a !ettar ‘o the Execulive
Director of UNOS, deted March 1961, Dr. Thomas Starz|
wrote: “With the relorm (the 1991 Uver ai'ocation change}
... the pattern has drasticaily changed. The one criterion
which was the universal condition of equity. preatest need,
no longer counted for anything. .. The reform s contrary
to the pdinciple ¢f equity to pallents. which Is our fore-
mast mandate.”

The lack of oversight in passing UNOS policies was
cited in the 1993 GAO report. *...the policies of UNCS, a
private contractor, ere advisory. HHS must deve'cp these
policies as federul reguistions for them to become re-
quirements with which argan procursment crganizations

bers from the "general public.’ Nevertheless, this
) g board app the pollcies which govern the
weilare of transplant patients centers and OPO's. This
po6es a potential (if not reaf) canflict of interest, by pos-
sibly influencing Board members 1o consider the pos-
eible impact of those decisions on their transplant cen-
ters. As stated In the 1993 GAO reporl: “Favoring trans-
plant centers over the needs of patients Is contrary to
federal law.* Fallure to address thess conflicts of irter-
esls, and to address the concerns of the palients, wili
only serve to heighten the suspicions raised In current
surveys showing a reiuctance to donate because of per-
ceived Inequities,

As if the 1991 assault on the {aimess of the trans-
piant sysiem was not enough, UNOS dealt the concapt
of Justice” ancther blow at the November 1996 UNOS
Beard of Dirsctors meeting. UNOS opted to efiminate a
large group of high-risk candidates trom being consid-
ored in the highest priority class (Status 1), thus remov-
ing the onus of responaibility of transplant surgeons o
decide which patienls would benefit the greatest from
Rver ransplantation. UNOS based this action on the
rather dubious assumption that patlents with acute iver
failure have a "greater chanca of survival” than patlents
with ehronic liver fallure. At a recent NIH conference on
acute fiver failure, t was determined that “severly il pa-
tients with efther acutw liver failurs or chronic fiver fallura
have the same chance of survival when diagnoasis inde-
pendent Tactors are taken into cansideration”. Analysis
ol the UNOS Liver Ragistry shows that the magnitude of
aurvivel differanca s only 10% et 2 years efler trans-
plantation (acute Status 1 - 7% vs chronic Status 1 -
57%). To put this Into perspective, Atro-American kid-
ney ransplant patients have & 9% wors= outcoms than

SNOINIJO INSHHND
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Caucasian kidney Uanspiant patients. Pedlatiic heart
transplant patients under the 8ge ot one have up to a
‘20% warse outcome than oider patients, but stil are glven
the highest priority for heart transplantaton. Rt would be
unoor \0 deny {ranepl on the tasls of
age, sex or race.

In 1993, both UNOS and an independent conault-
Ing group deveioped computer modals to predict the el
fects of changes In organ aliocation in fiver transplants-
tien, These computer modela revesied that the policies
aciively consicered by UNOS will reeult in: 1) ne improve-
ment In the inequities in walling tmes; 2) an increased
number of patlents dying while waiting; 3) no signfficanl
Increase in the number of ranapiants performed; and 4)
& continued policy which aliows elective transpiants to
be performed when a mors needy patient exsts else-
whare. UNOS has defended this poiicy: "A small group
moved Up o a higher category, as cpposed to moving
some peaple down.” This s inconasistent with the results
ol the computer mode!, which shows that the number ot
patients transplanied in the previous chronic Status 1
group wiil actuelly decline by 50%, resulting In Increased
dealhs of pat’ents cn ths welting lisk

Policles that emphasized equlty wers aiiminated
from congt by UNOS bership. Supp
of UNOS justiy their actions by clelming that transplan-
tation should atterrpt to “maximize patient survival and
‘maximize the benefit of ransplantation.” Al lace value,
thesa seam to be the epitome of the UNOS concept of
“utility.” Under the UNOS policy that prevents severely
W, chronic liver feilure patients from paining top priorlty,
the national survival rates aftar liver transplantation may
Improve by 1.5%. H , the ph Y
could lriple the improvement in survival by simply elimi-
naling poorly pert g transplani prog tis of
interest to note that the majority of programs that re-
sponded o a recent UNOS questionnaire did not favor
consideration ol center performance In the altocation of
organs. Similarly, the grgument that the curren! trend of
transplanting elective patients provides the "maximum
benefit’ Is also Nlawed. Studles have shown that trans-
planting elective patients residing et home, does not pro-
vide & net survival edvaniege following transpiantation.
On the other hand, patients wha are sick enaugh to re-
quire haspitalization (Including ICU-bound patients) have
a net sucrvival benellt of 50-80% In the first year following
transpiantation, becauss of thelr pcor prognos!s without
{ranspiantation.

UNOS has stated that thair policy development re-
flea on a “perceived benefit” for a change; but for whoss
benefit? It appears that the most Important principle hes
baen lost, namely thal patient benefit should be the pri-
mary ofiterion for the | fiver lon policy.
UNOS has acted without due consideration to the scien-
tific method, that is, one based on data. UNOS should
first correct the disparities kn “equity” by providing trans-
planta 1o more medically needy patients (e.g. inpatients
before outpatients) and simultansously minimize geo-
graphic banters to the extent permitted by organ viabil-
Ry. g0 that argans could flow fo the sicker patients, wher-
ever they are located.

Proposed Modifications to the Liver
Allocatlon Policies

In developing a rational and equitable poficy gov
eming fver allocation paficies, and also for other organ
allocation policies (such as heart, lung, intesting, pan-
creas, and even kidney), the lollowing should be taken
Into account;

1) Require that any allocation scheme be based upon
principles set forth by the 1984 Nalional Organ
Transplant Act and accepted principies of transplan-
tation, These Include:

@) Provide priorty lo kransplantation of the most
medically urgent candidates (those with the short-
estamount of time to live without transpiantation,
and therefors thoee who stand 1o gain the most
from ransplantation),

b) Lis! candlidates on a national list 8o that access
{o fransplantation Is equitable,

c) Allow patients to chcose the center where they
will be transplanted (infl d by reputation,
Quallty of program, networks and *centers of ex-
cellence®, and not by differences in length of wait-
ing imes). K & center faile to recrull candidates
(elther because of cost or outcomes), it will be an
expreasion of dissetisfaction by potential recipl-
ents who should have the right to join the waRing
lists In other reglons, rather than be captive to
the organ supply at a transplant center, If not in-

d by reglonal boundaries, organa will go
to patients fisted in regtons where there Is genter
excelience, sven in smaller population areas, and
good centers will be able to build thelr own re-
cipient ists snd compats with the tradltional tools
of quality service and the improvements of care




2)

¢) Enhance P nal prog! in p

than can be engandered by effective research
and development programs.

tat'on which wiil improve organ utitization, and in-
orease the population which transplantation wit
benelt. For example, the use of “split-livers,”
which allows an aduft liver 1o be spfit into a rdght
half and a let halt, could potentially increase lver
svaiiabillty by up to 30% (Pogters, ot al, Ann. Surg
1996;224:331). A pelloy which encourages the
wider sharing of livers would Increase participa-
1ion in such a venture, thus benefiting meary more
patients than UNOS predicts by restricling access
to iver transplantation. Maximizing “split-liver®
trarsplantation could potentially Increase the
number of transplanlable livers from 4,000 a year
to over 5,000 a year.

Insist on proactive governmental oversight to essure
the public that appropriate policies are In keeping
with the Interests of patients and the fleld of trans-
plantation. Policies put forth by the OPTN ghouid
not be approved as regulations by default, The gov~
arnment should not substilute its judgment en purely
mecical transpiant issues, but organ transpiantation
and organ allocation are ceralnly significant issues
on whioh Jarger public policy concerns shaud be
brought to bear. Since substantial taxpayer dollars
ars spent on vransplantation ihrough Medicars and
Medloaid, It is imporiant thal the government gvaiu-
ate how the transplant policy process and the
cont-aclor's policles maximize lhe proper use of
scarce organs. whether the policies promota patient
interasts as strongly 86 posshle, whether the pofl-
cies ars sound, and whether the policles are in com-
pliance with the law and any pertirent regulations.
HHS shauld also seek o implement review of the
quelity of transpiant programs, and should be di-
rected towards:

a) Ongolng review of transplant programs, review-

Ing both current {past year) and cumulative (1987-
present) experiences. The programs laifing be-
fow a given level for ona-year survival (taking nla
account faciors which have been identified by
UNQS) should be reviewed by HHS, and where
appropriats, correctlve action should be laken.

b) Davaloping criteria to evaluate the benefit of trans-

plantation, taking Into account: ccsi, Impact on
gurvival according to status. and deathe on the
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walting list. Thia Is particulerly \rue for transplen-
tation of a We-saving organ (e.g. Aver, heart, ung)
for those who fafled all other medioel and surgh
cal options. For tver o

most efficient In the selting of transplantation of
hosphtalized or ICU-bound patients, as deter-
mined by the “He years gained” snalysis.

c) Reviewing the Impact of poficy changes on the
avaiablity of organ transplantation to candidates
ol el races and socioeconomic classes, and with
reapect to eeverity of medical condition. For ex-
ample, the tandency to endorse listing of patients
with fiver disease at an earfier stage In the courss
of their digeasa, wilt anly serve to lengthen walt-
ing times, provide fewer Incentives to utilize ak-
temnalive madical and surgical therapies, and de-
crease the net benefit associated with liver trans-
plantalion.

d} Providing accees to the Scientific Reg'siry data-
base, with appropriate safeguards for patient con-
fidentiafity, for the purposes of bona fide sclen-
tific inquires.

3) Rectructure the OPTN Board of Directors to Inciuds
a significant group cf patient representatives and
donor lamifles, to avold potential of confiicts of in-
torest.

CONCLUSIONS

The concept of a patient-driven allocation requires
restoration of the orginal emphasis on medical urgency
and equity. The emphasls pleced on allocating organg
by OPO and UNOS regions, within which boundacies,
lite saving organs could be used without consideration
of patient need on a natlonal basis, toppled the funda-
mental pupose ol NOTA, and has encouraged an in-
creasingly divisive centar-driven mentality. A unified
movement within UNOS has mads It harder, i not Im-
possidle, for profoundly sick patients to obtain transplan-
fation, o that these organs could be used preferertially
far less y urgent, and therafere “elective’ pa-
flents. A patient-driven allocation system would provide
organs to patients with an urgent need, but not for elec-
tive candidates, I thare is an overriding need elsewhers
In the cauntry. For patients of equal medical urgency.
signilicant weight shoukd be given to me waiting. Con.
siderations of ergan aflocation should emphasize equity
measures first and utiity measures second, Survival
goncerns mus! take precedence over quality of ife mea-

Tation le
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sures, inciuding foenefit The allocstion
system must be tesed uypon principles, among which
patient concerns are pimary. The guiding philosophy of
» national policy shouid be the prompt transplantation
for. not avoidance ol, bonafide candidates, thought most
carlein o die withcut such intervention,

it s enly now that the whale range of public policy
cor sences of ton of scarce are stant-
ing to be examined eritically, including the operation of
the OFTN, as weil a5 lis organ aliccation policies, While

the transplant community supports all passible infiatives
to Increase the rate and number of organ donors o that
%8 many organs as possidle oan be avallable to the pa-
tients who need them, this can only be done in the set-
fing of support gamered by trust In these that allow the
whola field of transpiantation 1o exist. namely the altruis-
tic donor, The transplant community must stive 1o eam
this trust by nsu-ing equity and access to trensplanta-
tion.

John J. Fung, MD is a surgeon and is Director of the liver, kidney and pancreas transplant programs st the Thomas
E. Starzl Transptantation Insttute and the University of PResburgh.
Jotn P, Roberts, MO s & surgeon at the Caffornia Pacific Medical Centsr and the Universtty of Caifomia, San

Francisco.
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Mr. SHAYS. I think that mic did work better, actually, and thank
you for that suggestion. When we take questions, I'm going to have
you, rather than bring the mic back and forth, just use that mic
and just speak loudly. We really have seven witnesses, one who
wanted to be a recipient and lost her sor, one who was a recipient,
and one who lost her husband who was a donor. And then four of
you who have gotten into the whole issue of this but have not had
a personal relationship with this issue. That is a fair summation.
And we'll start with Mr. Barrett, Congressman Barrett. I'm pretty
certain that we will just ask a number of questions, then go on to
inviting the audience to address this issue as well, but Mr. Barrett.

Mr. BARRETT. Thank you, Mr. Chairman. First I want to applaud
all the members of this committee, in particular those who have
been affected by this on a personal—I am amazed by your courage
and in the way you have handled what’s obviously a crisis in your
life. And I don’t know that everybody could be as strong as you
have. So my compliments to all three of you.

And to the other four witnesses, I will state at the outset what
I stated at the outset of the last panel. And I think we have an
issue here where good people are disagreeing with the best of in-
tentions. I think that all of us in this room are concerned about pa-
tients. During the break I talked to a couple people who have been
here, and the complaint I got was what about the patients, let’s get
to the patients first. Unfortunately, there are patients in Wiscon-
sin, there are patients in Pennsylvania, there are patients in Ala-
bama, and they are all good people. That’s what makes this so dif-
ficult.

I'd like to start with you, Ms. Heitman, because you talked about
your insurance company. Do you feel that the insurance company’s
attitude toward you was based on economics? If you could just
elaborate on that. And I'd frankly be interested in knowing what
insurance company you dealt with, if you'd be willing to share that
with us.

Ms. HEITMAN. Initially

Mr. SHAYS. No, that mic is not a great one either. We can’t go
too far down the line here with it. We're just waiting for—let me
just say that since we don’t have a company here to defend itself
and so on, if it’s not necessary, I think we—are we all set or—take
your time. Our court reporter is Colleen Reed, and we’re just very
grateful that—you’re a Milwaukee-based person now, we didn’t
bring you out from Washington here?

The REPORTER. No; I'm from Milwaukee.

Mr. SHAYS. From Milwaukee. We could give you a hand for par-
ticipating. Thank you very much. [Applause.]

Are we all set? All set. Ms. Heitman. Thank you.

Ms. HEITMAN. Initially it did appear that it was finances that
were driving the decisions. When we first contacted the insurance
company, they said that a lung transplant was an experimental
procedure and we should just basically go away, that this was just
stupid for us to think of putting our son through this. And then
after they realized we weren’t going to go away, then they offered
us the various States to go to. They had no answer for us when
I said, well, then I would have to lose my job, lose the insurance,
and relocate and what about my other son, who also has a chronic
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illness, and my husband, they, you know, sorry, kind of too bad
kind of things, those are my options. And then they offered the
final option, which was their service of excellence, and that was
linked with the HMO.

Mr. BARRETT. And what was your understanding as to why they
asked you to move to those other States?

Ms. HEITMAN. Because they really promoted that the other
States would have better opportunities for the transplant itself,
that they were, the numbers that they were telling us, the numbers
were better.

Mr. BARRETT. Do you know whether they had an economic rela-
tionship with any of the hospitals in those States?

Ms. HEITMAN. No. I don't know that.

Mr. BARRETT. OK. I was—I found it interesting, Dr. Fung, if I
can go to the other end of the table here, because of the experience
I think you have heard here in Wisconsin where the majority of the
patients are from this area, that 60 percent of the patients that go
to the University of Pittsburgh are from outside that area. I want
to applaud the University of Pittsburgh, maybe because my father
went there for a year, but I find it interesting. Can you tell me how
that’s developed, how such a high percentage has come from out-
side your area?

Dr. FunG. Well, if you look at the United States, they have these
things they call metropolitan statistical areas, and half of the coun-
try does not live in an MSA that has a transplant program. Four-
teen States don’t have transplant programs. Only one-half of the
transplant programs in this country are Medicare approved. So pa-
tients are already forced, one-quarter of patients have to travel out-
side their own State to get a transplant. Some programs don’t have
pediatric services, so patients are already forced to move, regard-
less whether or not their insurance company forces them to do it,
don’t have the access, either turned down by smaller, less experi-
enced programs or whatever reason they travel; have to go some-
where else. I think what we are advocating is because the patients
have to travel for whatever reason, they shouldn’t be penalized.

Mr. BARRETT. You're a doctor from Wisconsin. Is the University
of Wisconsin a Medicare-approved facility?

Dr. D’ALESSANDRO. Yes, it is.

Mr. BARRETT. Why the vast difference between University of
Pittsburgh, University of Wisconsin?

Dr. D’ALESSANDRO. I can’t explain the total difference. I do know
what I’'m concerned about is what you mentioned earlier in the first
panel, is that there will be intense and fierce competition for the
recruitment of recipients, and despite what Dr. Fung says about
not recruiting recipients, every hospital attempts to recruit recipi-
ents. Even though the HHS people have mentioned that there will
be ways that hospitals are forced to increase organ donation, that
does not eliminate the fact that many centers will indeed attempt
to recruit as many patients as possible, because if you recruit as
many patients as possible in a system that is totally equity based,
and has eliminated utility from the equation, livers will go to the
largest centers who are able to have the largest lists, and that is
one of my very serious concerns. And the second concern that I
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mentioned earlier, a consequence of that will be that organ dona-
tion from the local communities will decrease.

In Madison, 95 percent of our patients are from Wisconsin. We
have about 15 percent Medicare, Medicaid. I believe Milwaukee has
about 20 or 25 percent.

Mr. BARRETT. Is there a disagreement among—within the medi-
cal community about the mortality rates? Are large centers better
than medium centers?

Dr. D’ALESSANDRO. The only data that exists and that is pub-
lished is that a center that performs less than nine transplants per
year, and there are very few at this point, I don’t know the exact
number, but those are the only centers that are shown to have any
decrease in survival with the procedures.

Mr. BARRETT. Would you agree with that, Dr. Fung?

Dr. FunG. Well, unfortunately, the median number of trans-
plants performed in this country for liver programs is 10. That
means almost 50 percent of the programs fall in that realm. And
actually, the study was one less than 11, 11 and less per year, and
a higher mortality rate on the order of 2¥2 times greater. Half the
programs in this country don’t fulfill minimum Medicare require-
ments, which are 12 per year.

Mr. BARRETT. OK. So you would argue that there is a higher
mortality rate for those that——

Dr. FUNG. It’s a conglomerate. I'm not saying——

Mr. BARRETT. I understand.

Dr. FUNG [continuing]. It isn't right. There are good small pro-
grams. I'm just saying in general the whole package, which rep-
resent more than 50 percent of the programs in this country.

Mr. BARRETT. And your response to that, Doctor?

Dr. D’ALESSANDRO. I would like to see the actual numbers of cen-
ters that perform less than that. Dr. Fung has alluded to the fact
that small centers and medium centers are good. There have been
through UNOS Committees ways to look at very small, I mean
very small percentage of centers that haven’t performed up to ex-
pectation. I think we don't want to get sidetracked from what we
believe is best for our patients in looking at large centers, small
centers. The overwhelming majority of centers in this country have
results that are equivalent, if not better, than the large centers.
Large, medium, small, the majority have equivalent results. The
technology to perform liver transplantation is not something that
needs to be performed in regional centers. This is something that
can be performed in every State that has a transplant program.

Mr. BARRETT. Again, I want to state though that I—even though
I think everybody in this room is concerned about patients first, I
also feel very strongly that there is a strong economic element as
to what is going on here. I'm not saying that is good, I'm not saying
that is bad. I'm saying that economics plays a part in what we are
doing today. It's my belief that the donations in a given location
will increase if there’s, if there is a tie to the area. This morning
Congressman Shays and I talked to a woman who had received a
transplantation, a transplant 10 years ago, I think it was, and she
talked about the television coverage and how her friends got in-
volved and there was real sense of community when she had the
transplant and she had it here. My concern is if we move to more
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concentrated areas, that you are going to see less of that sort of
local tie, what’s the good news. And people sort of lose the tie to
it. And it becomes more of a, OK, it’s a good thing, but it doesn't
have an impact on my life. Do you think that I have a real concern
there, Dr. Fung?

Dr. FUNG. I think just in principle I believe that the——

Mr. SHAYS. [ want the mic a little closer.

Dr. FUNG. Just in principle I believe OPO’s have a job. They are
to educate and enhance donation. They shouldn’t be involved in the
distribution of organs or deciding who should get organs. That
should be the OPTN with the transplant program, determination
based on medical policy. The problem is that OPQ’s get involved
with all these controversies. Half the time that is spent in an OPO
director's day deals with organ allocation and distribution
which——

Mr. BARRETT. So you're saying they should be concentrating ex-
clusively on obtaining organs?

Dr. FUNG. Yes. I do.

Mr. BARRETT. Shouldn’t we then be putting our concentration on
punishing, disciplining, encouraging those OPO’s who have done a
poor job?

Dr. FUNG. Well, that’s part of the HHS regulations. That was
published in the Federal Register. There are minimum perform-
ance criteria for OPQO’s. The problem is that, again, it’s a political
potato. About 2 years ago there were a number of OPO’s that were
identified as being suboptimal. They were going to be reviewed and
appropriate changes were going to be made. They were either being
incorporated by another OPO or something. New administration.
But, in fact, what ended up happening is nothing happening.

Mr. BARRETT. Do you have people on staff, paid people on staff
to encourage the procurement of organs?

Dr. FUNG. We have in-hospital, in our own hospital in our health
system, we have people that are volunteers that are usually part
of the hospital nursing, physician center.

Mr. BARRETT. I understand.

Dr. FUNG. No, but the OPO’s——

Mr. BARRETT. No, that is not my question. My question is, do you
have employees at your hospital that are involved in trying to in-
crease organ donations?

Dr. FUNG. In the community or in the hospital?

Mr. BARRETT. Either.

Dr. FUNG. Well, I would say they are all volunteers.

Mr. BARRETT. No paid employees at all?

Dr. FUNG. They’re not paid to do that. The OPO is paid, the OPO
coordinators are paid to do that.

Mr. BARRETT. OK, I understand that. But I wanted to know on
staff whether you had any—nobody—Dr. D’Alessandro, at the Uni-
versity of Wisconsin is anybody——

Mr. SHAYS. Can I say something? The audience is going to have
an opportunity to make comment, but it's not now. Now it’s the
witnesses up here.

Mr. BARRETT. Is there anybody paid at the University of Wiscon-
sin?
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Dr. D'ALESSANDRO. Only people who are in our OPO, of which we
have five employees.

Mr. BARRETT. Who pays them, the OPO or the hospital?

Dr. D’ALESSANDRO. In our situation we have a hospital-based
organ procurement agency, as opposed to an organ procurement
agency that is independent from the hospital. So our hospital, they
are employees of the hospital, and they are paid from the hospital.

Mr. BARRETT. And that’s different from Pittsburgh then.

Dr. FUNG. Most of them are independent OPO’s in the country.
Few of them are hospital based.

Mr. BARRETT. OK. Mr. Volek, you are an OPO director. What I'm
driving at, because I believe that there’s an economic incentive for
hospitals to go out and procure organs, especially if they believe
that those organs are going to be used within their region. Con-
versely, I believe that there is a disincentive and that if you have
an OPO that is a hospital-based OPO or with any relationship to
the hospital, that if there is no longer an incentive to bring those
organs into that hospital, that that will decrease the incentive for
them to go out and get them. Am I off base? What is your response
to that?

Mr. VoLEK. Well, I believe that—first of all, we are a hospital-
based OPO here. We're based at Froedtert Hospital. And last year
Froedtert had 32 organ donors, which puts us among the top donor
hospitals in the United States in terms of actual numbers. I think
it’s very difficult and from the community perspective to decouple
the value of having a local transplant center from the organ dona-
tion process. I would have to say I believe here in Wisconsin that
organ donation has benefited because of the growth in the visibility
of two very strong transplant programs, and so the public hears
daily from the transplant center’s side from a marketing perspec-
tive and promotion the success and the benefits of transplantation
and the need for transplantation. And so you have, we have Wis-
consin patients or, patients or individuals in our area who are
hearing about it. The OPO goes out and carries the message to the
community and says look at it. We have got excellent programs in
our State. We need to support them, and the public gets on board
and gets behind it.

I would say that regardless, from my perspective as an OPO di-
rector, albeit we have, we're sitting here in the middle of a trans-
plant center, I would say regardless of the outcome of this debate,
our efforts to identify potential donors will not diminish in the
slightest. In fact, I think if we need to fight sort of on a handicap
because of some perceived inequities locally in terms of donation,
we are going to work all the harder.

So, no, from the OPO perspective, I think it’s—I don’t expect to
see a lack of or a loss on enthusiasm. I think we have to do it, and
as Dr. Fung said, we have a job to do. And that is why we have,
for lack of a better term, the franchise to provide organ donation
services in this area. But, again, I would reiterate that I don’t
think we can decouple the value of having a local transplant center
and local recipients in closing that loop on organ donation with our
community from the overall donor awareness effort.

Mr. BARRETT. Mr. Chairman.
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Mr. SHAYS. Thank you. For the record, GAO has provided testi-
mony we will put in the record. It’s entitled, “Assessing Perform-
ance of Organ Procurement Organizations.” So it’s appropo to this
question.

[The information referred to follows:]
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Mr. Chairman and Members of the Subcommittee:

We are pleased to contribute this stateraent for the record as part of the
Subcommittee's review of issues concerning organ donation. Qur comments will focus on
the current standard for assessing the effectiveness of organ procurement organizations
and alternatives to this standard.

Advancements in organ transplant technology have increased the number of
patients who could benefit from such transplants. The supply of organs, however, has
not kept pace with the growing number of transplant candidates, continuing to widen the
gap between transplant demand and organ supply. With the passage in 1984 of the
National Organ Transplant Act, the Congress sought to increase the organ supply. To
some extent, this has succeeded: the number of cadaveric' organ donors increased 33
percent between 1988 and 1996—from 4,083 to 5,416—and the number of organs
transplanted from cadaveric donors rose from 10,964 to 16,802 in the same period.
Nevertheless, the organ supply has not kept pace with demand, and over 54,000 patients
are now on the waiting list for a transplant.

The Department of Health and Human Services (HHS) has just published a new
regulation to change the allocation of organs from what is now a largely regional
approach to a more national approach.* Under current policies, matching organs are
usually made available to all listed patients in a local organ procurement area before they
are made available to other patients. Today we will discuss a key element of the current
system, the local organ procurement organizations (OPO), rather than the impact of the
change in policy.

To help the Congress better understand the operation of the organ allocation and
procurement system, we have issued several reports over the last few years examining
the equity of organ allocation decisions, variations in patent waiting times, and the lack
of adequate measures to assess organ procurement effecaveness.® Most recently, in
November 1997, we reported on our examination of the approaches for assessing the
effectiveness of OPOs in increasing the organ supply.* Our statement will focus on this

'Some patients receive organs, particularly kidneys, from living donors. In 1996, 3,524
people donated organs.

63 Federal Register 16296 et seq., Apr. 2, 1998 (to be codified at 42 CFR Part 121).

? lants In itable

Orgap Transplants Increased Effort Needed to Boost Supply and Ensure Equitable
Distnbution of Organs (GAO/HRD-93-56, Apr. 22, 1993) and Imapact of Organ Allocation
Vanances (GAO/HEHS-95-203R, July 31, 1995).

GAO/T-HEHS-98-131
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most recent work, in which we examined (1) whether the current standard for assessing
OPOs' effectiveness appropriately measures the extent to which OPOs are maximizing
their ability to identify, procure, and transplant organs and tissue and (2) alternatives to
the current standard that could be more effective.

OPOs play a crucial role in procuring and allocating organs.® They provide all the
services necessary in a geographical region for coordinating the identification of potential
donors, requests for donation, and recovery and transport of organs. OPOs work with the
medical community and the public through professional education and public awareness
efforts to encourage cooperation in and acceptance of organ donation. Although they
have similar responsibilities, OPOs vary widely in the geographic size and demographic
composition of their service areas as well as in number of hospitals, transplant centers,
and patients served. The Hezalth Care Financing Administration (HCFA) administers
section 1138 of the Social Security Act,® which requires, among other things, that the
Secretary of HHS designate one OPO per service area and that OPOs meet standards and
qualifications to receive payment from Medicare and Medicaid. Section 371(b)(3)(B) of
the Public Health Service Act’ provides that an OPO should "conduct and participate in
systematic efforts, including professional education, to acquire all usable organs from
potential donors."

HCFA regulations set performance standards for OPOs.® These standards assess
OPOs according to their achieving numerical goals per million population in their service
areas in five categories: (1) organ donors; (2) kidneys recovered; (3) kidneys
transplanted; (4) extrarenal organs, that is, hearts, livers, pancreata, and lungs recovered;
and (b) extrarenal organs transplanted. HCFA assesses OPOs' adherence to the standards
and qualifications every 2 years. Each OPO must meet numerical goals in four of the five
categories to be recertified by HCFA as the OPO for a particular area and to receive
Medicare and Medicaid payments.>"® Without HCFA certification, an OPO may not

S0POs are nonprofit private entities that facilitate the acquisition and distribution of
organs,

42 U.S.C. 1320b-8.
42 US.C. 273b)(3)(B).
®42 CFR Part 486, Subpart G.

*During the 1996 designation period only, HCFA redesignated OPOs that met numerical
goals in three of the five categories and submitted an acceptable corrective action plan.

°According to HCFA regulations, certification or recertification refers to HCFA's
determination that an entity meets the standards for a qualified OPO; designation or
redesignation refers to HCFA's approval of an OPO to receive Medicare and Medicaid
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continue to operate. In 1996, HCFA assessed OPOs for the first time using the
population-based standard with 1994 and 1995 procurement and transplant data.

Whether the HCFA population-based standard appropriately measures the extent to
which OPOs are maximizing their ability to identify, procure, and transplant organs and
tissue was the subject of our recent report. We determined the strengths and weaknesses
of the current standard and identified and assessed alternatives to that standard.

In brief, HCFA's cuwrrent performance standard does not accurately assess OPOs'
ability to meet the goal of acquiring all usable organs because it is based on the total
population, not the number of potential donors, within the OPOs' service areas. We
identified two alternative performance measures that would better estimate the number of
potential organ donors: measuring the rates of organ procurement and transplantation
compared with either the number of deaths or the number of deaths adjusted for cause of
death and age. Both these approaches have limitations, however, in data availability and
accuracy. Two other methods for assessing OPO performance-medical records reviews
and modeling—show promise because they could more accurately determine the number
of potential donors. Because OPOs must meet the performance goals to continue to
operate, approaches that more accurately differentiate between OPOs that achieve greater
or lesser proportions of all possible donations in their service areas can help increase
donations.

BACKGROUND

Although the number of donors is growing more slowly than the demand for
organs, the number of donors has steadily increased since 1988. The major reason for
this increase is because many more older people are becoming organ donors than in the
past. Nearly two-thirds of cadaveric donors were between the ages of 18 and 49 in 1988,
but by 1996 only about one-half of donors were in this age group. The proportion of
donors aged 50 and older doubled from about 12 percent in 1988 to about 26 percent in
1996. Another reason for the increase in donors 1s because more minorities are
consenting to donate organs. Between 1988 and 1996, the percentage of organ donors
who belonged to racial and ethnic minority groups increased from about 16 to 23 percent.

The organ donation process usually begins at a hospital when a patient is identified
as a potential organ donor. Only those patients pronounced brain dead are considered
for organ donation.™"? Most organ donors either die from nonaccidental injuries, such as

payments. These terms are usually used interchangeably.

liStates set the legal standard for determining death. "Brain death" is defined as the
irreversible cessation of all functions of the entire brain, including the brain stem.
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a brain hemorrhage, or accidental injuries, such as a motor vehicle accident. Other
causes of death that can result in organ donation include drowning, gunshot or stab
wound, or asphyxiation.

Once a potential organ donor has been identified, a staff member of either the
hospital or the OPO typically contacts the deceased's family, which then has the
opportunity to donate the organs. If the family consents to donation, OPO staff
coordinate the rest of the organ procurement activities, including recovering and
preserving the organs and arranging for their transport to the hospital where the
transplant will be performed.

One donor may provide organs to several different patients. Each cadaveric donor
provides an average of three organs. In 1996, OPOs procured kidneys from 83 percent of
organ donors and livers from 82 percent of them; other organs were procured at lower
rates.

Role of OPOs

The national system of 63 OPOs currently in operation coordinates the retrieval,
preservation, transportation, and placement of organs. For Medicare and Medicaid
payment purposes, HCFA certifies that an OPO meets certain criteria and designates it as
the only OPO for a particular geographic area. OPOs must meet service area and other
requirements. As of January 1, 1996, each OPO had to meet at least one of the following
service area requirements:

1. It must include an entire state or official U.S. territory.

2. It must either procure organs from an average of at least 24 donors per calendar
year in the 2 years before the year of redesignation, or it must request and receive
an exception to this requirement.

3. If it operates exclusively in a noncontiguous U.S. state, territory, or
commonwealth, the OPO must procure organs at the rate of 50 percent of the
national average of all OPOs for both kidneys procured and transplanted per
million population.

4. If it is a new entity, the OPO must demonstrate that it can procure organs from at
least 50 potential donors per calendar year.

ZOrgans are recovered from a small number of donors declared dead by traditional
cardiac death criteria. Some have termed these donors as "non-heartbeating."
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In addition, an OPO must be a nonprofit entity and meet other requirements for the
composition of its board, its accounting, its staff, and its procedures. To ensure the fair
distribution and safety of organs, OPOs must have a system to equitably allocate organs
to transplant patients. In addition, OPOs must arrange for appropriate tissue typing of
organs and ensure that donor screening and testing for infectious diseases, including the
human immunodeficiency virus, are performed.

OPOs use a variety of methods for increasing donation such as raising public
awareness of organ donation and developing relationships with hospitals. The goal of
public education is to promote the consent process, giving people the information they
need to make decisions about organ and tissue donation and encouraging them to share
their decisions with their families. Such public education campaigns include mass media
advertising; presentations to schools, churches, civic organizations, and businesses; and
informational displays in motor vehicle offices, city and town halls, public libraries,
pharmacies, and physician and attorney offices.

In addition, education efforts help hospital staff clarify organ and tissue recovery
policies to ensure that potential donors are consistently recognized and referred. OPOs
also conduct hospital development activities to build strong relationships with service
area hospitals to promote organ donation.

PROBLEMS WITH THE CURRENT STANDARD

HCFA chose a population-based standard to assess OPO performance after
considering the availability and cost to the OPOs of obtaining and analyzing various types
of data. When HCFA first applied this standard in 1996, five OPOs were subject to action
for failing to meet the standard. This resulted in two OPOs' service areas being taken
over by adjacent OPOs, a portion of one OPQO's service area being taken over by an
adjacent OPO, and the merger of one OPO with another. The fifth OPO that failed the
standard was determined to be a new entity and not subject to meeting the performance
standard.

A population-based standard, however, does not accurately assess OPO
performance because QPO service areas consist of varying populations. Although
potential organ donors share certain characteristics, including causes of death, absence of
certain diseases, and being in a certain age group, OPO service area populations can
differ greatly in these characteristics.

For example, motor vehucle accidents, the cause of death for about one-quarter of
organ donors in 1994 and 1995, ranged from about 4.4 to about 17.9 per 100,000
population among the states and the District of Columbia. In addition, the rates of
acquired immunodeficiency syndrome, a disease that eliminates someone for
consideration as an organ donor, differ among the states and the District of Columbia—
from 2.8 to 246.9 cases per 100,000 people in 1994. Furthermore, although most organ
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donors were between 18 and 64 years of age in 1994 and 1995, this age group constitutes
from 56 to 66 percent of the population in different states. Thus, the number of potential
organ donors can vary greatly for OPOs serving equally sized populations.

We identified several performance measures as alternatives to the current
population-based standard. The alternatives we examined included measuring organ
procurement and transplantation compared with (1) the number of deaths, (2) the number
of deaths adjusted for cause of death and age, (3) the number of potential donors based
on medical records reviews, and (4) the number of potential donors based on modeling
estimates in an OPO service area.

In developing its current OPO performance standard, HCFA considered using the
number of service area deaths as the basis for assessing performance. Although some
organs, typically kidneys, are obtained from living donors, OPOs recover organs from
cadaveric donors. Therefore, the number of deaths in an OPO's service area more
accurately reflects the number of an OPO's potential donors. In 1994, the United States
had about 2.3 million deaths out of a population of about 260 million. Although using
total deaths fails to consider other factors about and characteristics of potential donors, it
would eliminate considering a portion of the population that an OPO clearly could not
consider for organ donation.

HCFA also considered using an adjusted measure of deaths for the performance
standard. Measuring OPQ performance according to the number of service area deaths
adjusted for cause of death and age more accurately reflects the number of potential
donors than measuring performance according to the number of all service area deaths.
The number of service area deaths adjusted for cause of death and age better estimates
the number of potential donors because it accounts for the small subset of the deceased
that may be suitable organ donation candidates. Adjusting for cause of death and limiting
consideration to deaths of those under age 75, we found that in 1994 about 147,000, or 6
percent, of the 2.3 million U.S. deaths involved these causes of death or were of people in
this age group. This estimate, however, is much larger than the estimates some have
made of a national donor pool of from 5,000 to 29,000 people per year.

We found that both the death and adjusted-death measures have drawbacks that
limit their usefulness, however, including lack of timely data and inability to identify
those deaths suitable for use in organ donation. We ranked the OPOs, using 1994-35 OPO
procurement and transplant data, according to the current population-based measure and
these two alternative measures—number of deaths and adjusted deaths. Although three
OPOs would not qualify for recertification under any of these measures, according to our
review, the number of and which OPOs would not qualify vary depending on the measure
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used. More OPOs would have been subject to termination under either of these
alternative measures.

HCFA did not consider two other methods for determining the number of potential
donors-medical records reviews and modeling-that show promise for determining OPOs'
ability to acquire all usable organs. Reviewing hospital medical records is the most
accurate method of estimating the number of potential donors in an OPO's service area.
A medical records review involves reviewing all deaths at a hospital with an in-depth
examination of those meeting certain criteria. Reviewing the records of these patients
reveals the patients' suitability for organ donation based on several factors, including
cause of death, evidence of brain death, and contraindications for donation such as age
and disease. Such reviews can identify that subset of deaths in which patients could have
become organ donors—the true number of potential donors for an OPO service area.

Most OPOs do conduct medical records reviews but at varying levels of
sophistication. For records reviews to be useful for assessing OPO performance, the
reviews would have to be conducted consistently among OPOs and the results would
need to be available for validation. Such reviews, however, are labor intensive and
therefore expensive. Although most OPOs are conducting some form of medical records
reviews and therefore already incurring the costs of these reviews, HCFA must consider
its own and the OPOs' additional expense involved in standardizing such reviews. Other
considerations include the extent to which the reviews would add to the cost of organs
and whether these costs would outweigh the benefit of more accurately measuring the
number of potential donors.

Another alternative, modeling, shows promise and would be less expensive than
medical records reviews. At least one group is developing a modeling method using
substitute measures to provide a valid measure for estimating the number of potential
donors. The goal of this effort is to design an estimating procedure that will be relatively
simple to execute, inexpensive, and valid. This approach uses information from hospitals
in the OPO's service area on variables, such as total number of deaths, total staffed beds,
Medicare case mix, medical school affiliation, and trauma center certification, to predict
the number of potential donors. Using existing data would make this alternative less
costly than medical records reviews; however, the accuracy of such a model has yet to be
established. If the number of potential donors for an OPO can be reasonably predicted
using a set of variables, this could eliminate concerns about the cost of implementing
medical records reviews.

RECOMMENDED FUTURE STEPS

HCFA believes its current standard identifies OPOs that are poor performers.
When publishing its final rule, however, the agency stated that it was interested in any
empirical research that would merit consideration for further refining its standard. The
approaches we identified in our report merit HCFA's consideration.
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More specifically, our report recommended that to better ensure that HCFA
accurately assesses OPOs' organ procurement performance and that OPOs are maximizing
the nuraber of organs procured and transplanted, the Secretary of Health and Human
Services direct HCFA to evaluate the ongoing development of methods for determining
the number of potential donors for an OPO. These methods include medical records
reviews and a model to estimate the number of potential donors. If HCFA determines
that one or both of these methods can accurately estimate the number of potential donors
at a reasonable cost, it should choose one and begin assessing OPO performance
accordingly.

HCFA has concurred with our recommendation. It has indicated that when the
ongoing research on medical records reviews and modeling are complete and it receives
the studies, it will review the results to determine if it can support a better performance
standard.

HCFA's continuous monitoring of the developments in approaches to identifying
potential organ donors is important. Because the demand for organs surpasses the
supply, OPOs are required by law to conduct and participate in systematic efforts to
acquire all usable organs from potential donors. As we have reported, unless HCFA
measures OPO performance according to the number of potential donors, the agency
cannot determine OPOs' effectiveness in acquiring organs.

(108368)
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Mr. SHAYS. There’s just so much we can touch on, and so some
of it’s going to be a little superficial because we're really not going
to get into the essence of it, but I would like to ask a few kind of
general questions, not that I'm going to be able to get into the full
extent of it.

For instance, Ms. Heitman, your son Nathaniel had cystic fibro-
sis. My understanding is that that clearly is life threatening, but
was there ever a debate that if he had a lung transplant, that he
might only live so much longer and that he would have to have an-
other one or that he would have problems with other organs? Was
that ever a dialog, and was that ever a factor in deciding whether
he would have an organ transplant? Do you understand my ques-
tion?

Ms. HEITMAN. In the family deciding whether or not——

Mr. SHAYS. No. With the medical treatment. First let me ask this
question: If he had had a lung transplant, was his prognosis good
that he would live a long and healthy life, or would he have been
faced with other physical challenges?

Ms. HEITMAN. Long and healthy, no. The research is not wonder-
ful because things have just been—with cystic fibrosis transplants
have not been used for that long of a period, but the research is
very encouraging. Those folks who have had transplants that suffer
with cystic fibrosis are having their quality of life improved by
leaps and bounds.

Mr. SHAYS. Did that ever get into the dialog? Was it ever intro-
duced as an issue, that your son may not be considered as good a
candidate for the transplant because of cystic fibrosis? Was that
ever an issue? With the insurance company or the doctors?

Ms. HEITMAN. I think that it was when we were in Madison. I
think that some of the soft answers that I was given and also that
in July we were told that Nathaniel didn’t need a transplant, that
his lungs were good enough and, you know, a number of months
later he had died. I don’t know if they were thinking that it would
have been a waste of an organ. I don’t know that.

Mr. SHAYS. Let me just ask other panelists. First, I don’t want
to get in big detail because we'’re just not going to be able to wres-
tle with this issue, but it’s interesting so far with all the people
who have spoken, none have really addressed the issue of the via-
bility of the patient after the operation. Is this a factor that—I
mean you alluded to it in terms of the issue of age. But is that a
factor? Dr. Fung, is that a factor in deciding whether a patient, be-
sides what stage they are, I, 1I, or III, the viability, the prognosis
of how they will be afterwards?

Dr. FUNG. I think it’s taken into consideration, although it de-
pends, for instance, on the original diagnosis. It may depend on
how old the particular patient is. Each center has its own criteria.
I know that this idea of standard listing criteria is important to try
and make sure everybody gets on the list at the same time. But
the other end, the other end of the spectrum, which is the patients
that become a little bit questionable, they may be higher risk, each
center develops its own principles or philosophy as to how aggres-
sive that particular center wants to get. Some programs don't want
to get aggressive because they know they don’t have the resources
to care for that kind of a patient. Other programs may feel that
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they have the experience to do so. I think that that’s not the issue
we are talking about in terms of regulation.

Long-term outcomes for all the transplants actually are quite
good. Lungs probably are one of the more difficult ones because the
rejection process is still difficult to control. But for livers, you are
looking at a 10-year survival of 50 percent. That is after the—that’s
really only about a 2, 1 to 2 percent patient death per year after
the first year. That is not too bad.

Mr. SHAYS. Thank you.

Ms. Hodgson, from your testimony I got the sense that where
your husband’s organs went did not matter to you at all as long
as they went to someone who would be helped by them. Is that a
fair assessment of your statement?

Ms. HODGSON. At the time that I made the decision to donate or-
gans you have to understand that you are still in a total state of
shock, stunned that you have irretrievably lost your spouse. You—
at that time I wasn’t even aware that organs can be shipped across
the country. I suspected that they would stay within Wisconsin. It
did not occur to me nor did it make any difference to me. What I
wanted was for his organs to help somebody else to live. As the
years have gone by and now this discussion, I see that it becomes,
in my own opinion it becomes a point of issue as to not only who
the sickest patient is, but you want the best, the best recovery
available. I'm concerned with the transportation of organs across
the country and transplanting those into the very sickest patient
and what that outcome might be, the viability of that organ by the
time it reaches its destination.

Mr. SHAYS. Could I say, though, I mean I realize you're a nurse,
but that’s left to people other than you and me to decide, the viabil-
ity.

Ms. HODGSON. That is true.

Mr. SHAYS. But if in fact the viability is good, I'm just trying to—
I haven’t met many individuals who were faced with the incredible
decision you were faced with and so I'm taking advantage of that.
But I'm gathering there are all kinds of donors. You were a donor
who—your husband was obviously, your husband’s organs were
being donated. You made the decision in a sense. I mean he al-
lowed for it, but you made that ultimate decision. You could have
stopped it, correct?

Ms. HODGSON. Yes.

Mr. SHAYS. As the spouse. Even if he had wanted his organs to
be donated. Am I correct here? Maybe I need to—my understand-
ing is that someone can say “Yes, I want my organs to be donated,”
but, they are in an automobile accident and have to make a deci-
sion fairly quickly. A family can stall that process if they them-
selves don’t want their family member’s organs to be donated, then
they don’t get donated; is that correct?

Ms. HoDGSON. If somebody with more expertlse than this can
correct me, it’'s my assumption that if a driver’s license is signed,
then there is no argument in the emergency room when that pa-
tient——

Mr. SHAYS. OK. I get the sense——

Ms. HopGsoN. OK. I stand corrected.
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Mr. SHAYS. Let me ask Mr. Volek. OK. I’'m sorry, Ms. Shapiro.
We'll come to you.

Mr. VOLEK. There’s a fair amount of confusion in that Wisconsin
is one of the few States that the signed, properly executed anatomi-
cal gift document takes precedence over the wishes of the next of
kin. That is matter of State law, and so technically on the basis
of a donor card, the organ procedure staff can go ahead and pro-
ceed with recovery. Practically speaking, we sit down and we talk
with the family and we know that the vast majority of families will
go along with the wishes of their family member. So, yes, the donor
card does take precedence here, but practically speaking, it’s impor-
tant to the family that they know and concur with this, so we sit
and work with the family.

Mr. SHAYS. And so the—the legal answer is yes, the practical ef-
f(ict is the family is consulted and the family’s wishes do come into
play.

Ms. Shapiro.

Ms. SHAPIRO. From what I know, most, if not all, State laws or
organ donation are patterned after the Uniform Anatomical Gift
Act. And that provides just as you said, which is that it’s a con-
tract. It’s a decision on the part of the donor, if he or she signs a
paper, that that organ is to be recovered. But in practice, from
what I hear and what I read, if there is an objecting family mem-
ber who, after all, will be around to sue, who objects, the organ
won’t be taken.

Mr. SHAYS. Yes; which kind of gets me to—I have a sense that
people would like to think that the organs being donated are being
donated to people that they interact with, not directly, but in a
sense in their community. And I think I almost accept that intu-
itively, but—and so I can see that, but in a sense I wonder if it’s
just intuitive and if there’s any science to back it up one way or
another. I mean has this been an issue that has been thoroughly
researched?

Dr. Fung, you basically responded that the statistics don’t seem
to support that. I would be interested if anyone else in this panel
can—and, Mr. Volek, maybe you can respond to it and then——

Mr. VoLEK. Well, we did conduct a public opinion poll for exactly
that reason. There’s a lot of speculation and anecdotal information
and intuition about how it ought to be, and not surprisingly, if you
lay out to the public the sickest person where death is eminent ver-
sus a patient who is stable and could otherwise live for several
months, the majority of public says, yes, we ought to be providing
the opportunity for the transplant to that sickest patient. And that
is a very simplistic view, and it’'s—I mean, again, in a survey, you
can’t get into a whole lot of detail. Probably what was the most
telling here, though, is all things being equal, patients that are sort
of an equal medical status, there was a preference in Wisconsin, 56
percent of the respondents said that they would prefer that that
organ was used in a Wisconsin resident; 32 percent were undecided
and 12 percent took the other thing, which is we really don’t care
where that organ is used. And so clearly for the folks that had a
preference, they preferred that it was used locally.

If you take the 32 percent, the don’t knows or won’t answers and
force an answer, typically in surveys of this nature they usually fall
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pretty much along the same lines as the ones that had a strong
opinion. So yes, I mean that is a real fair question.

Mr. SHAYS. It seems that the statistics could almost support ei-
ther position, which is welcome to public life.

Dr. D’Alessandro, you made a comment to me and I triggered—
and I responded somewhat negatively and I want to tell you why,
and then I'd be curious to know how you’d respond. It’s my sense
that within an OPTN region you really seek out the one who is in
the greatest need first, and so basically level I over level III in a
particular region. And yet you spoke out against that concept being
projected out by the rule. And you made an argument that it
should go to level III, who have the best likelihood of, who are the
least at risk. And it seems to me you are almost playing both sides
of the argument.

Dr. D’ALESSANDRO. I think the balance which has tried to be
achieved is for sick patients and for—actually all patients are sick.
I would like to say that again. Both outpatients and inpatients are
very sick. And as I mentioned, the majority of patients on the wait-
ing list last year who died were not hospitalized. They were in the
least urgent category. I'm very concerned that the Department of
HHS has weighed in only on the equity side of this issue and has
not looked at or has discounted the utility of these organs. From
a personal point of view, and I know patients don’t think of this,
but I would like to think that if I were an organ donor, that the
organ—or my son or daughter were an organ donor, that had the
maximum benefit, that could really help someone in the long term.

Mr. SHAYS. Do you think you are addressing my question,
though? My question is this: If the logic is that within a region you
choose the one who has got the greatest need, why then do you
speak out against an argument that by the rule that says where
there is the greatest need, and by the way we may have to go from
one region to another to satisfy that? I could just make the point.
I could see where you would object to it going from one region to
another, but I don’t think you could use the argument that it
1slhouldn’t: go to the one who is the sickest because you do it right

ere.

Dr. D’ALESSANDRO. We've tried to maximize the benefit of the
precious organs that we have for as many patients as_we can. The
current allocation system which is in place and has evolved and is
continuing to evolve has actually looked at these both, both of these
issues, equity and utility, and in many parts of the country there
has been broader sharing of organs in the higher status patients
within a region. And as I mentioned with my poster on preserva-
tion times, you have to take into the effect, and if I could show that
poster one more time, if we transplant livers in Wisconsin and we
put the livers in immediately and we don’t have any time where
we preserve them for extended periods, the average preservation
time is 9 hours. Only 2 percent of those livers fail to function. If
you go out to 12 hours, which is the minimum time that’s nec-
essary for transport of organs, we are talking a 6-percent increase.
We're probably talking more about 10 to 12 percent. Now, this 6
percent of 4,000 donors last year is not a small number.

Mr. SHAYS. I think that is a very valid argument. The transpor-
tation is a valid argument. I don’t think it'’s a valid argument
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that—if it is, I think then every region is talking on both sides of
its mouth because I bet every region seeks to help the person who
has the greatest need.

Dr. D’ALESSANDRO. What does the Department and what would
families say if the Department is weighed in on the favor of equity
for sick patients? How are the changes fair to nearly half or more
than half of the sick patients who die without ever getting to a hos-
pital? These patients are not well. These are sick patients. These
patients are in need.

Mr. SHAYS. That's a very valid point. It’s just not—I'm just re-
addressing one argument that you made. And I’'m making the argu-
ment to you that you can’t argue within your own region that it
should go to those who have the greatest need and then argue con-
versely that it is wrong to have a Federal rule that says it should
go to the people in greatest need. That’s all. I'm just making that
point. And I think that point still stands.

I'm interested to know, this hospital basically services the VA;
correct?

Dr. D’ALESSANDRO. Yes. We have a VA contract.

Mr. SHAYS. I'm sorry. The University of Wisconsin.

Dr. D’ALESSANDRO. That’s correct.

Mr. SHAYS. And you practice there as well.

Dr. D’ALESSANDRO. Yes.

Mr. SHAYS. Now, there you bring patients down from Alaska and
a whole host of different places; correct?

Dr. D’ALESSANDRO. We have only five patients, we have five pa-
tients who are VA contract patients. And we have one patient each
from five other States. The majority of our patients are Wisconsin
residents. Not 60 percent. This is somewhere between 90 and 95
percent of our patients on the list are Wisconsin residents.

Mr. SHAYS. But the basic logic is that you have to service a re-
gion that is quite extensive.

Dr. D’ALESSANDRO. I don’t know that we have to service a quite
extensive region.

Mr. SHAYS. What I'm trying to understand is that you service pa-
tients from Alaska, from Hawaii. Correct?

Dr. D’ALESSANDRO. That is true. There are five patients on our
list from five other States.

Mr. SHAYS. OK. I'm sorry. Oh, so your point—I am missing this.
And the five constitutes a small minority of——

Dr. D’ALESSANDRO. That’s correct.

Mr. SHAYS. One last question. Ms. Shapiro, maybe you could re-
spond to this. Is the only way to address utility through geographic
boundaries? I mean that seems like what we are doing. And it
seems so rigid and arbitrary in a sense.

Ms. SHAPIRO. They do. Whenever you are getting—well, let me
not};n answer your question and go back to comments that you made
to him.

Mr. SHAYS. No; you're going to answer my question, but——

Ms. SHAPIRO. They’re rigid and arbitrary, but they’re drawn in
an attempt—and this does go to some of the comments that you
were addressing toward Dr. D’Alessandro—the challenge that we
have, as you have so acutely identified, is to strike a balance be-
tween utility and justice. And they are at odds. I mean, it’s true
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that if you are going to go for the sickest, you are looking at justice.
You are trying to rescue people who otherwise are going to die and
you can identify them, they are on your list, they’re the worst off,
and you need to get to them. But if we want to enhance utility,
which is the most good for the most people—

Mr. SHAYS. Right.

Ms. SHAPIRO {continuing]. Then we have to look at other things.
So while equity or justice would say, let’s not get, let’s not let geo-
graphic or any other nonmedical criteria get in the way of rescuing
the identifiable individual, the necessity to accommodate ome of
the other utility-based objectives cuts the other way. What this rule
would result in, I think, is a wholesale shift toward rescuing sicker
patients with a resulting dramatic impact on some of the utility-
based objectives.

Mr. SHAYS. Can I put it in my simple words, justice says go to
No. 3. Excuse me. The most sick, No. 1. Utility says go to No. 3.

Ms. SHAPIRO. May——

Mr. SHAYS. In the most simplistic way of looking at it.

Ms. SHAPIRO. Yes.

Mr. SHAYS. I tell you now reacting to two panels, I think the
thing that I have the most sympathy probably with m: 1y in the
audience is that if Wisconsin is doing a better job of getri ig people
to donate their organs, they should not in a sense be penalized by
seeing the organs go somewhere else. I have that sense. [Applause.]

But that is a different issue than we have been debating back
and forth. I mean I think there’s got to be an incentive. Because
I don'’t like fighting over scarce resource. I like to make the pie big-
ger rather than argue who is going to get a smaller and smaller
pie. And I do accept the potential though it contrasts with your tes-
timony, Ms. Hodgson, because in the end you just wanted them to
go anywhere. But I do think intuitively that you are more likely
to get more donors if people can see a firsthand benefit so and so
donated from the community and so and so was blessed by the
organ. And so that’s the thing that we still need to, you know, it’s
still on the table as far as I'm concerned.

Ms. SHAPIRO. I agree. And with all due respect to Paul Volek, my
colleague here, I think it’s counterintuitive to presume that an
OPO will not be less motivated to answer the call in the middle of
the night to retrieve an organ if they don’t know that one of their
patients will be benefited.

Mr. SHAYS. Right. That is an issue, though, of their—no. I'm al-
most certain, I don’t even think he would suggest that. Honestly.

Ms. SHAPIRO. No; he wouldn’t. He said in fact the opposite. But
I think that it’s just human nature to be more motivated to get an
organ that you can see put to use.

Mr. SHAYS. Right. But if there is an organ available, the medical
community is going to get it. The question is, is someone going to
be putting on their license that they want to donate.

Ms. SHAPIRO. I think it’s both. I think getting out there and real-
ly trying to find that this is a suitable organ, to try to make ar-
rangements that it remains a suitable organ, to make travel—I
mean there’s all sorts of things that I think go into motivation of
OPO’s to increase numbers.
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Mr. SHAYS. Go back to Mr. Barrett. And I think I am concluded.
I just want to say that I have seven hospitals, now six in my dis-
trict and visit them quite often, but I was very impressed with vis-
iting the hospitals here, the attitude of those who are providing the
service, just the atmosphere that exists here, and I think you all
have very strong reason to be proud of these many facilities here,
and it was wonderful this morning to be able to visit them.

Mr. Barrett.

Mr. BARRETT. Thank you, Mr. Chairman. I want to stick with
you, Ms. Shapiro, if I could, since you are the ethical guru. I want
to toss a couple of ethical questions at you that sort of range at dif-
ferent ends of the pendulum here, probably neither of which would
come to fruition. Should we be paying people to donate organs?

Ms. SHAPIRO. No.

Mr. BARRETT. Can you elaborate on that? What's the problem
with that? The problem here is lack of organs. Why aren’t we pay-
ing people?

Ms. SHAPIRO. I think there are two big problems. One is that
part of the preciousness of our system now is that we do see organs
as community resources, and the system is based on altruism. And
there is something about that ‘n and of itself that I think is a real
tribute to our country. But the other concern is the possible abuse.
Some people may feel pressured to donate where others might not.
And this may be particularly true when we'’re talking about living
donors who will jeopardize their own health in order to receive
compensation pursuant to that system.

Mr. BARRETT. Does the rest of the panel share that view? Does
anybody disagree with that? Doctor?

Dr. D’ALESSANDRO. I don’t disagree with that view, but we are
currently looking in one of the committees in UNOS at disincen-
tives for organ donation. And we are also looking at is it possible
to provide through a third party reimbursements for funeral ex-
penses. I think everyone benefits from organ donation perhaps ex-
cept the donor family. And not—we want to avoid any abuse, we
want to maintain altruism, but are there ways that we can remove
disincentives without actually paying for organ donors. And we're
looking very closely at that in one of the organ allocation—not allo-
cations, one of the other committees in UNOS.

Mr. BARRETT. Ms. Hodgson, what’s your view on this?

Ms. HODGSON. As far as———

Mr. BARRETT. Paying.

Ms. HODGSON {continuing]. Paying. I have always been against
paying for organs. It then becomes whoever is the highest bidder,
and I don’t even want——

Mr. SHAYS. We can’t hear right away. I just want to make sure
you speak a little louder.

Ms. HODGSON. I have never been in favor of payment for organs.
I think it becomes a situation where the person that receives the
organ will go to the highest bidder and that is against my beliefs.

Mr. BARRETT. Again from Ms. Shapiro. Going to the other end of
the extreme, should we prohibit hospitals from going out and try-
ing to attract patients or marketing on the patient side?

Ms. SHAPIRO. Any kind of patients?

Mr. BARRETT. Transplant patients.
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Ms. SHAPIRO. Transplant patients.

Mr. BARRETT. If the problem here is that we have hospitals that
are suddenly competing with each other, and, again, I will keep
harping back to the economic issue, that there are a lot of jobs and
prestige involved in this, are we distorting our medical system and
ultimately perhaps resulting in a more concentrated delivery sys-
tem where people have to travel farther lists.

Ms. SHAPIRO. A couple things. I think that there may be a fine
line between educating patients and marketing or pressuring pa-
tients; and I think that it is a good thing to raise consciousness
about being an organ donor. So to the extent that we go out and
promote donation via education, we see some of the benefits that
flow to families when they are aware of that option and actually
participate. So I see nothing wrong with that.

In terms of creating a list of sick patients who are prospective
recipients, one of the concerns that I have with this rule is are we
going to make patients sicker or make them look sicker in order
to up them on the list? And there are, from what I understand,
things that can be done to make it appear that someone is sicker
and therefore more eligible for an organ transplant, and that does
give me concern.

Mr. BARRETT. But the ethics of a hospital going out and trying
to recruit patients, what is your feeling on that?

Ms. SHAPIRO. That is health care delivery today. And I can't be-
lieve that health care professionals are going to, in the end, rec-
omr(rilend a procedure on any basis other than true analysis of
needs.

Mr. BARRETT. Doctor.

Dr. D’ALESSANDRO. I think there are two sides of this coin which
you don’t have in most other medical professions and that is you
have a recipient side and you have donor side. No, there is nothing
wrong with recruiting patients and that is health care today. But
if you recruit patients because you know that organs will come
your way if you have a large list and a large—and sick patients,
well, you are recruiting patients and indirectly you are benefiting
because you will be able to direct the flow of organs to your center
by way of the system that is totally equity based. And that is the
concern that we have. I don’t know that you should or could stop
that, but this is a concern that—and until there are enough organs
for everyone—the system will be set up in such a way that if you
know that you could do more transplants because of the number
of patients on your list, that you will make every effort to recruit
patients. And I'm afraid that some of the interest in organ donation
will go down because you know the livers will come to you. Or you
know the organs will come to you because you have done your re-
cruitment job.

Mr. BARRETT. Dr. Fung, you see the graph over there pertaining
to transportation. Do you agree with that? Do you take issue with
that, or is that something that there’s agreement in the medical
community?

Dr. FUNG. Well, we have actually done our own analysis.

Mr. SHAYS. The mic needs to be closer. I'm sorry.

Dr. FUNG. I'm sorry. We have done our own analysis. We've ex-
amined 3,000 grafts, and the numbers don’t quite look like that.
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There is a break point, but ours is 14 hours. And in fact, when you
go from 14 to 20 hours, we go from about a 4 percent at 14 hours
to about 10 percent at 20 hours. There is an increase. The question
is where is the cut point, break point for that.

Mr. BARRETT. Doctor, do you want to comment on that?

Dr. D’ALESSANDRO. Well, from a paper in 1991 from Pittsburgh,
let me quote;

The trend to a higher retransplantation rate with longer preservation was unmis-
takable and significant. The dominant contribution of primary non-function to re-

transplantation need was also evident. Caution should be exercised and undue pro-
crastination in the use of these livers.

Mr. BARRETT. Sounds like that was written by an academic. Can
you tell us what that said?

Dr. D’ALESSANDRO. In other words, every minute that you pre-
serve an organ, every minute that it doesn’t have blood supply re-
sults in worse liver function.

Mr. SHAYS. I would think there would be agreement between the
two of you on this.

Dr. FUunG. Well, I think in theory there is. I'm not sure that I
would—that was a study that wasn’t done with much experience.
We now have a lot more.

Mr. BARRETT. Go ahead, Doctor.

Dr. FuNG. I just want to say one thing and——

Mr. SHAYS. Doctor, I know your mic is the worst mic, but you——

Dr. FUNG. I'm sorry. Yes. I just wanted to say one thing about
the issue of the local use and local donor. You know, each—the av-
erage donor gives about four organs per donor. Already in the coun-
try about 20 percent of kidneys are shared for a number of reasons,
so one out of five kidneys actually travel outside of your OPQO. With
four organs, and if we're talking about one of those organs having
to go out for whatever reason to a more medically urgent patient
or for some antigen match or something, does anybody at this table
really think that that’s going to adversely affect the other, the pro-
curement of that, of the other three organs from that donor? You
know to me I don’t really think that somebody is going to say yes,
I'm going to give you kidneys, yes, I'm going to give you liver, but
no, I'm not going to give you the heart because the heart is not
going to stay in——

Mr. BARRETT. But I don’t hear anybody making that argument
here today.

Dr. FUNG. Maybe I'm stretching it.

Mr. BARRETT. OK. Just a couple more questions so we can move
on. Limitations on insurance companies. Is there a problem here?
Are we seeing a trend toward insurance companies going with par-
ticular centers which could have the impact again of driving a cer-
tain center out of business? Is this something we should be con-
cerned with? Mr. Volek.

Mr. VOLEK. I think that insurance companies who have managed
care, particularly large national ones, have established what they
call centers of excellence. They are typically not limited to 4 or 5§
centers, but most often represent 15 or 20 centers. Typically those
centers are located where the insurance company has a large en-
rolled population, and so there will be companies here that choose
to, large national companies that choose to do business in Milwau-
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kee rather than go to Madison because this is where their patients
live. So I think the insurance companies are looking for quality
programs in communities where they have a large enrolled popu-
lation. They then will go in and attempt to negotiate the best rates
they can using their leverage in that.

One piece on the insurance that I think gets overlooked many
times is that it’s not just the episode of care where you put the
organ in and do the transplant. The insurance companies are on
the hook for the entire amount of time that that patient, for that
entire patient, including any time that patient is waiting for trans-
plant. So I'm actually frankly surprised that the insurance compa-
nies and managed care organizations haven't weighed in on this
issue.

This summer I believe UNOS is releasing center-specific, actually
OPO-specific waiting times, and it will be kind of interesting to see
what the response from the payroll community is on this particular
issue, because clearly if you can get your patient into, back into
their own community at a transplant center with an appropriate
outcome and a short waiting time, I would be surprised if the in-
surance companies didn't jump in terms of starting to redirect
some of the patients back in consistent with where the shorter
waiting times are.

Mr. BARRETT. And, finally, Ms. Aschbacher, I think your experi-
ence shows us the need for increased supply, and, Mrs. Hodgson,
I guess for you I think your plea was that we put more effort on
increasing the number of donations. And, again, I don’t know that
there is any disagreement. Do either of you have any specific sug-
gestions on how we could better accomplish that?

Ms. HODGSON. I just think a lot more time and money needs to
be spent on figuring out programs to promote organ donor aware-
ness, and there isn’t enough time and money being spent on that
right now.

Mr{.’ BARRETT. And Ms. Aschbacher, did you have any sugges-
tions?

Ms. ASCHBACHER. No. I just agree with Patty here. And I just
feel that our Wisconsin Donor Network is so great in the work that
they do here, you know, the transplant coordinators. Somehow if
the other transplant centers could get some of that knowledge and
success, that is the way we could go and get more organs.

Mr. SHAYS. Maybe we should export them out so they can teach
other people to get organs.

Mr. BARRETT. I want to thank each of the panel members. Again,
this is very beneficial, I think, to all of us. And I want to thank
you for taking the time out of your lives to be with us today.

Mr. SHAYS. Let me just tell you what we we’re going to do. We’re
going to have a 10-minute break. We're going to have cards in the
corner desk over there. We're going to have people sign cards.
We're going to have you in groups of 1, 2, 3, and 4. A group is going
to consist of five. I'm not going to call off the names, I'm going to
just say group 1 now come up, line up and give their testimony.
What I'm going to ask is please raise you hand high when I ask
this question, because we want to get a sense of time here. How
many people would like to make a statement before this sub-
committee?
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Just keep them up for a second. I have about 20. We’ll accommo-
date you. And so we’re going to have a 10-minute break. We're
going to start at about 3 after 4 o’clock, a 10-minute break. We look
forward to your testimony. I want to thank panel II. You were out-
standing and very helpful and thank you very much.

(Recess.]

Mr. SHAYs. What we have, we have 30 speakers. And we are
going to allow each speaker 2 minutes, and Tom and I for the most
part are going to do some good listening. We may jump in, but
hopefully we'll keep our side down to allow for testimony. We have
30 speakers and we're not going to increase the list. I hope every-
one understands. So we have the list. It’'s 30. That is what we’re
going to go with. And so we’ll be out of here in about 1 hour and
15 minutes, I think, by the time it takes to—and we have, I think
we have six groups? We have six groups of five, and so the first
group, if you don’t mind, we’ll call the first group up, and we will
have—if you know who you are, you can just, in that first group
you can give your name, and then we’re going to have you—I'm
going to just give you a sense. This is going to be the clock right
here. I mean obviously if you're 1 or 2 seconds over I'd appreciate
it if you could be under, but I won’t cut you right off, but pretty
close to it. And then you’ll just bring the card to Joyce. OK? It’s
great to have you here.

Mr. CORROW. My name is Johnny Corrow (phonetic spelling). I'm
a kidney-pancreas recipient for 8 years down at the University of
Wisconsin-Madison. In your comments earlier I heard you want-
ed—you said that you would like some information or some proof
that if the organs went national instead of regional, how it would
affect the outcome or the donor situation. When I went on a donor
list 7 years ago, almost 8 years ago, we had 300 of my friends, my
family, my race car fans, I drive a race car, they all signed their
donor cards. You're talking about a community coming together.
We run ads in the newspaper. My local newspaper ran a big ad.
They had a whole day of donor awareness day. Everything was
pointed toward local donors and that the organs were going to be
donated and if something ever did happen, barring was going to
happen to anybody we knew, that it gave me another chance at
life. I received my transplant. Ever since then I have been involved
in going around and talking every single day, every day of my life
since my transplant. I talk to people about donor awareness and
how it changed my life and how it changed my wife’s life. This year
in 1998 the Race For Life that we’re going to be racing at the
Slinger Speedway is made for awareness and opportunity, aware-
ness of the need of organs, opportunity to give people a chance to
sign their donor card at the race track. They save a dollar. Your
organ’s already made you a buck, so, you know, youre money
ahead. And these are our shirts.

Mr. SHAYS. Join the——

Mr. CORROW. Join the Winner’s Circle.

Mr. SHAYS [continuing]. The Winner’s Circle. All right.

Mr. CorrOW. And I'd like to say that I hope that everything that
we have done in Wisconsin, ] mean our organ procurement center,
University of Wisconsin organ procurement center, these people
work their butts off, and I know deep down in my heart if you had
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your job and you worked your butt off and your boss said, “Well,
you know, Tom, I'm going to cut your pay back 10 bucks, you’re
working hard but I'm cutting your pay back,” you know deep in
your heart you are not going to work as hard. You may think they
are people who make sure that you are working that hard, but I
think that is what is going to happen with organ procurement with
the donors. I mean you are penalizing Wisconsin for their hard
work. You're taking our organs and sending them all over the Na-
tion. We're working hard—if they go that way, I know my heart is
not going to be into it because when I go to Madison, I see all my
friends, we'’re like a fraternity.

Mr. SHAYS. OK. Let me just say, since you're the first, I've got
to set a fairly good example of sticking with the 2 minutes, other-
wise I'll probably lose control here.

Mr. CorrOw. OK. I just want to say that we’d like to, you know,
hopefully maybe be able to keep them here and——

Mr. SHAYS. Fair enough.

Mr. CorrOW. Go to the Race for Life June 14.

Mr. SHays. Thank you. If you'd give Teresa your card. That’s
great. Thanks. This is for the recorder. That is why we are doing
this. Thank you.

Ms. LARSON. Hi. How close?

Mr. SHAYS. Yes. Up close.

Ms. LARSON. OK. My name is Michelle Larson. That great kid
you saw in that picture is mine. I don’t think that picture will fit
in my wallet, but as Dr. D’Alessandro stated, Ross was not hos-
pitalized as he awaited his transplant, but that is not to say he
was not ill. We lived with the transplant cloud hanging over our
heads for 10 years since Ross was born. We followed with intense
interest the progress in medical technology in organ transplan-
tation, and we felt extremely fortunate that we lived in Wisconsin
where we knew that when the time came, our son would get the
best of medical care. In 1990, we moved from northern Wisconsin
to Madison as Ross’ health started to deteriorate. We wanted to be
in the best location possible. Finally, in early 1996, it was time to
have him evaluated for transplant. We were so fortunate that Ross
only waited 4 months and had his transplant just before he turned
the corner to being critically ill.

Ross went home after only 10 days in the hospital after a liver
transplant. This is not to say that it has been easy, these almost
last 2 years. It has been a very rocky road, and because of that we
truly feel that if we had waited until Ross was critically ill, Status
I, we probably wouldn’t have our son with us today. He probably
wouldn’t be here. We're very thankful to Dr. D’Alessandro, Dr. Stu-
art Knechtle, UW Hospital for their great care. Most of all we are
thankful to God and the family of Samantha who bravely donated
her organs. Sam’s picture smiles down from us every day from our
refrigerator. She was a beautiful 14-year-old girl who. lost her life
in a traffic accident. Interestingly, she died in the same hospital
that our younger child was born in in northern Wisconsin. And to
go one step further, the week after our son had his transplant, my
sister realized that she went to church with Samantha’s grand-
mother and they held each other and cried with each other. So
when you talk about community, this is community. This is sharing
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life. They gave us the most precious gift that they could give us,
the life of our son, and we keep in touch with them. And they are
wonderful people. And they are happy that they can be a small
part of our lives, too. So I just want to say that—I guess that’s all
I want to say.

Mr. SHAYS. Well, your son should be very grateful to have two
great parents.

Ms. LARSON. Thanks.

Mr. BARRETT. Thank you.

Mr. SHAYS. Thanks. Ma’am, we need you—ma’am, I'm sorry.

Ms. LARSON. That’s all right.

Ms. SHINSTINE. Hi. My name is Lori Shinstine, and I'm a nurse
working with the University of Wisconsin organ procurement pro-
gram. First and foremost I'd like to say that it’'s an honor and a
privilege to work with donor families, for they really are the nu-
cleus of organ transplantation. Without them no lives are saved. In
my work with them, it has become very apparent that keeping or-
gans in our community is essential. They want to meet the recipi-
ents. They want to share with the recipients, and they want their
loved ones to be honored. They want the pictures on the refrig-
erator. They want the community support. I think we owe that to
donor families, to give them the opportunity to share life right here
in their local community. Thank you.

Mr. SHAYS. Thank you.

Ms. JENSEN. My name is Cindy Jensen, and I'm a liver recipient.
I realize that Government regulations are absolutely necessary. It’s
really unfortunate that everyone in the Government that is making
all the decisions cannot walk the walk and does not face a life-
threatening illness and waiting for a transplant and then actually
going through it.

I am from Rockford, IL, the second largest city in Illinois, and
I had my transplant in 1996 at UW. I think an issue that hasn’t
been brought up is the fact that I was an hour away from home.
Unfortunately, I had many complications and I was there for 4
months. Had I not been in a location where my family and friends
could have visited me on a regular basis and given me all their
support and love, I really don’t believe I would have survived. That
was a real determining factor in my survival. I can’t imagine being
that sick and having to be a long distance away from home and not
have all of that support.

Another thing is one of our television stations followed my story,
as did all our media in Rockford. Consequently, I became a house-
hold name for 4 months. It’s really amazing. No matter where I go,
people are aware of my story. And they feel, it’s like anything, you
know, when we know someone that has been faced with something,
it’s more our issue, also. And because of that I feel our community
has really taken a different look at organ donation, and not a day
goes by that I dont hear from people saying what a difference it
made in their life where they never would have considered dona-
tion before. After following my story, they definitely are now a
donor. I have even experienced people dying and their families do-
nating saying it was because of me. It’s very important.

er.dJSHAYS. Sounds to me like the media as well deserves a lot
of credit.
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Ms. JENSEN. Oh, absolutely. Absolutely.

Mr. SHAYS. Thank you very much.

Ms. JENSEN. Thank you.

Mr. MEDLAND. Mr. Chairman, Congressman Barrett, I'm Mike
Medland. I happen in professional life to be a single client attorney
specializing in administrative law and insurance law. And my im-
mediate reaction probably should be to stand here and discuss all
of the things about the administrative agencies that I didn’t like
that I heard this morning and the insurance questions that came
up that I didn't like, but more important than all of that, I am re-
cipient of a liver transplant 4%2 years ago, and I can’t be dis-
passionate about this. I got my liver transplant at the University
of Wisconsin. I live in Madison, only 5 minutes away from the hos-
pital. It was great to be able to do that.

I do want to share with you some things that have happened
over the years to me that will tend to support your intuitive feel-
ing, Mr. Chairman, that people—it is important to donors and to
other people in this whole process to see the results and that there-
fore they must be local.

When I got diagnosed with my problem, I had prior to that on
a tentative basis not been properly diagnosed. After the proper di-
agnosis came down, one of the surgical nurses stopped in my room
and said I need something to pick me up, and I just heard that the
diagnosis that we initially had on you wasnt correct and I'm so
happy to hear it and I had to stop down to see you. Now, there is
somebody who wants to see good results from what is being done.

Second one is a donor family. The family of my donor, the donor
was a l4-year-old boy, unfortunately, who died in a motor vehicle
accident. The parents were divorced, both remarried. One parent
did not want to know any of the donees—any of the recipients. The
other parent did want to know the recipients, has met at least two
of them that I know of, including myself, and has expressed dis-
appointment in not meeting the others, but they all live in the
area, within a couple hundred miles of the donor family. I live less
than 100 miles away from the donor family.

The third one is the staff, professional staff and nursing staff at
Theda Clark Hospital where my liver came from. And I have met
some of that staff, including the neurosurgeon. And they were anx-
ious to meet me. They were anxious to see the good results of all
of the hard work that they went through on that case or any other
case where organs were donated. It is important to these people to
be able to see those results. And this importance for some may
make the difference between whether there is a donation or not. It
may make the difference between whether the hospital staff really
approaches donation with a positive attitude or they just fulfill the
law by saying you wouldn’t be interested in donating, would you?
Those are important, and they result in additional donations, and
we will lose some of those donations. Thank you very much.

Mr. SHAYS. Thank you.

If we could have group 2 now come forward. I think Mr. Barrett
would agree that this is a very important part of our day. We really
appreciate you all staying and willing to testify.

Mr. HULNICK. Congressman Shays, Congressman Barrett, my
name is Warren Hulnick, and I'm a liver recipient of 11%2 years.
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Fortunately, I received my transplant before the current regional
barriers were in place. At the time of my transplant I was a resi-
dent of New York and was referred to the University of Pittsburgh
Medical Center for my transplant, and my donor liver came from
Alabama. Today that wouldn’t happen. I wouldn’t be here. Cur-
rently I volunteer with the University of Pittsburgh Medical Center
Liver Transplant Service at the Candidate Evaluation Clinic, and
I have met—I have been doing that now for almost 5 years, and
I've met patients from all over the country. Theyre referred to
Pittsburgh and to the other larger centers probably because of the
reputation of excellence. And I don’t see any reason why since the
larger centers, probably a lot of the centers, not only the larger
ones, are treating patients from, away from their local area that
these organs can’t follow the patient to the center. And I think
these new regulations are finally patient-based rather than center-
based, and I think they should be supported. Thank you.

Mr. SHAYS. Thank you very much, sir.

Ms. FLASHER. My name is Jennifer Flasher, and I am a cystic fi-
brosis patient who had a double lung transplant 3 years ago March
27th, so I've just experienced my third anniversary. Because of that
I have been able to go back for a second degree. I'm going for di-
etetics at the University of Wisconsin. I have worked continuously
except for the 3 months post-transplant. I worked up until the day
of my transplant. [ was able to stay out of the hospital, mainly be-
cause of my own whatever, just drive that I had to keep myself out
of the hospital.

Also, I do want to say that I do think insurance companies have
a play in what is being done with patients and the organs. I had
a friend who died 2% years ago because of an insurance decision.
She got all of her pretransplant care for cystic fibrosis at the Uni-
versity Hospital in Madison. She was ironically able to have all her
post-transplant care at the University of Madison. However, she
could not have her transplant at the UW because she lived right
over the border in Rockford. I think that insurance companies and
just basic general knowledge of organ donation does need to be
stressed to everybody. I mean and the TV shows that are depicting
organ donation as negative ought to be told that that is not exact—
that their representation of organ donation is definitely false.
That’s all I have to say.

Mr. SHAYS. Thank you very much.

Mr. TOEwS. My name is Bob Toews. My wife——

Mr. SHAYS. Bob, just lift the mic up for you. You can just point
it right up to you. Thanks.

Mr. TOEws. My name is Bob Toews up from Illinois. My wife is
Cindy Jensen that had the liver transplant.

Four items I would like to talk on are selection, shortage, pro-
moting livers, and the KISS method.

Selection is when we found out that Cindy needed a liver trans-
plant in 1990. We reviewed all the transplant regional units, hos-
pitals, and we also looked at location. By the numbers we chose
UW for those two reasons.

Shortage. We started, Cindy did, started an organ fair in Rock-
ford at one of the largest—largest what, Honey?

Ms. JENSEN. Mall.
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Mr. ToEws. Mall there in Rockford. And we had a fair of the year
to promote organ donation. It worked out real well.

As far as the KISS method that I would like to address, ladies
and gentlemen, Wisconsin has one of the best in the country. Select
the top 10, find out how they do it and proceed that direction.

Mr. SHAYS. What is the KISS method?

Mr. BARRETT. What is the KISS method, if you could really
quickly tell us?

Mr. ToEws. Keep it simple, shithead.

Mr. SHAYS. Now, in my refined area of New England, we say
keep it simple, stupid. But then again, 'm in farm country; right?

Ms. SURLAS. Have I lost——

Mr. SHAYS. You have not lost any time.

Ms. SurLASs. OK, thank you. My name is Debbie Surlas. I am a
registered nurse. I had a kidney-pancreas transplant 4%2 years ago
at the University of Wisconsin. I'm also vice chairman of Patient
Affairs Committee of UNOS. I'm on a UNOS subcommittee for pa-
tient access to transplantation. And I'm also the immediate past
president and executive director of Organ Transplant Support,
which has about 800 members on our mailing list, and we’re one
of the largest independent support groups in the country. We are
not financially supported by any transplant center.

I would like to say that I am both honored and privileged to work
with an organization like UNOS where I cannot only bring my
opinions, but the opinions of the support group, the patients that
are on it, the candidates, donor families, and recipients to the Pa-
tient Affairs Committee. All the policies of UNOS come through our
committee for our input, our opinions, and our vote. I don’t know
of any other organization where I would have the opportunity to
represent this many patients the way I do with UNOS.

I'd also like to say that my organization, my support organiza-
tion, is extremely active in organ promotion, organ donation pro-
motion awareness. We've also set up programs in the high school
to teach children about organ donation.

T’d also like to say that because I was transplanted when I was
not extremely critical, that my quality of life post-transplant is
what it is today. Most people looking at me have no idea I was as
sick as I was. And if I was transplanted at a much more critical
stage, I don’t think that I would be possibly alive or in the shape
I'm in today to be able to touch as many lives as I do touch. All
my—almost all my waking hours I'm promoting organ donation,
helping patients on the Internet, in our support group. I have been
teaching insurance companies about organ donation and transplan-
tation and the effects of the whole thing to help them understand
the payment system, et cetera. Thank you.

Mr. SHAYS. Thank you very much.

Ms. CoONRAD. Hi. I'm Joan Conrad with the Wisconsin Donor Net-
work. And I have been a procurement coordinator for the last 9
years and have worked as a nurse for 12 years. And I want as a
professional just to acknowledge the work that is being done here
on allocation is very important, yet, again, we cannot lose sight of
the fact that we do not have enough organs to go around. One of
the most limiting factors in my profession is access to the donor
family, and one of the things that can be so very beneficial is an
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opportunity for hospital administration and physicians to let the
donor professional staff interact with those families at the time of
grief and loss. We have done in the procurement world extensive
studies that show that families need to be approached in a sen-
sitive manner at the appropriate time with the appropriate termi-
nology and in an environment that promotes a decision that’s best
for them, yet oftentimes we’re not allowed to participate in that
discussion due to a fear that we are going to be too coercive or as
the TV show “ER” portrays us as the vulture coming in and not ac-
tually being on the side of that family making the decision. So we
need to focus again on physician education, letting the physicians
know that we are there to help and if they are not able to do so,
we can approach those families. And if they choose to do so, give
them the information so they can do so in a compassionate and
sensitive manner. So we can’t lose sight that we need to help our
physicians and our hospital administration realize that this is an
important issue. Thank you.

Mr. SHAYS. Thank you very much.

If we could have group 3 come up.

Mr. DUMEZ. My name is Duane DuMez. I'm a heart recipient 3
years ago, just about 3 years ago. To preface it, I'd like to say I've
met the family, and the importance of having it done locally, that’s
been one of the biggest events in my life. We have gained some
dear friends. When we met them we talked to them collectively and
individually. When I talked to the youngest daughter alone, she
said to me she had been very opposed to her mother donating a
heart. But she said the rest of the family wanted to do it, and I
knew that was my mother’s wishes, so I went along with it very
reluctantly. She said would you mind if I listened to my mother’s
heart? I said no. And she put her head on my chest and she said
I've changed my mind. She said that part of my mother is here in
you. And she said I've changed my mind on the donor program. I
will be promoting it.

As far as another thing goes with the Government, yesterday
Russell Feingold was in Sheboygan, and he usually gets crucified
on the partial birth abortion issue there, and he defended it by say-
ing legislatures have no business getting in the medical field. That
is why they should leave that up to the medical people that are
good at it. And now here we are on the other end, we're getting
legislation and the Government getting involved in something the
medical people should be dealing with. It scares me a little bit be-
cause we are not dealing with a rash or anything like that. That’s
dealing with my life, and I don’t want a bureaucrat in Washington
deciding what to do with it. I want the people that are dealing with
it right here, right now and that can see me and check me, not
somebody somewhere else. And it scares me a little bit whenever
the Federal Government gets involved in things. Usually things are
done very inefficiently and expensively, so I ask you to keep out of
it.

Mr. SHAYS. Thank you, sir.

Mr. HACKBARTH. Mr. Barrett, Mr. Shays, my name is Elmer
Hackbarth, and my wife is a recipient of a liver transplant. Just
stand up there. That’s my bride of 36 years. And we have five chil-
dren. And let me tell you this was a real blessing from the Lord,
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I would say, that the liver became available for us here. And I have
just put down a couple comments here. First of all, with the, all
the controversy about Social Security going broke and Medicare
having all kinds of trouble, is there a successful program that you
can tell us about that the Federal Government instituted that is
successful? I can’t really think of anything decent.

Mr. SHAYS. Well, let me just say that 60 percent of all the trans-
plants that take place are paid for by your Federal Government. In
fact, Medicare, so I do want to say I think Medicare is an outstand-
ing program.

Mr. HACKBARTH. That transplant there was not paid for one
dime by the Federal Government money. By Government money. It
was all insurance, which I paid the bill for. OK. I have a suggestion
for procuring organs. Most of us have a driver’s license. What is
wrong with saying—we’d probably have to have it come through
the State, but let's say let's make a free license renewal if you
would put on your driver’s license that you would be a liver, I
mean an organ donor. People would get out of paying, what is it,
$7 or $15 whatever it is. Yes. Whatever it is. I've forgotten what
it is. It’s been a year or two. But just something that simple you
probably could get a lot of people signing up for organ donors.

And my final point is apparently since other areas of the country
are envious of Wisconsin’s success, why don’t they—why don’t you
guys tell them to come to Wisconsin, study us.

Mr. SHAYS. Before Mr. Barrett asks you a question, I will tell you
that is why we are here.

Mr. HACKBARTH. Don't dismantle our system here. We have
something that is working.

Mr. SHAYS. Well, that’s why we’re here, to see how you do it.

Mr. BARRETT. Let me ask you a question, if I could, please. Did
you say you had five children or five children so far?

Mr. HACKBARTH. Five children.

Mr. BARRETT. OK.

Mr. HACKBARTH. My friend is kidding me every once in awhile
that an 18-year-old liver is hard to keep up with.

Mr. BARRETT. OK. Another point, I'm obviously on the side of the
Wisconsin hospitals, but I don’t think it advances our cause, frank-
ly, to say that the Federal Government hasn’t done anything well
because the system is frankly a, it's a contract with the Federal
Government, but in essence as Mr. Shays was saying, because of
the monopoly conferred upon it, it is an extension in some ways of
the Federal Government even though it’s operated privately, and 1
think that our goal for all of us in our community should be to try
to get across our belief that this system will work better if the or-
gans stay here. So I don’t think that this is one of those issues, and
I realize there are issues out there where the Federal Government
does this well or doesn’t do this well. I don’t view this as that type
of issue, just so you know that.

Mr. SHAYS. But I do think we both agree that the Government
should stay out of it to the extent possible. I mean I do think that
it’s very clear.

Mr. HACKBARTH. I think that’s better left off to a private enter-
prise, to the individuals of the State of Wisconsin and, hey, let’s
keep our organs here. We need them here.
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Mr. SHAYs. OK, sir.

Mr. HACKBARTH. Hey, if you've got problems in Connecticut,
rouse the people up there, do something a little more better.

Mr. SHAYS. We also have problems in Connecticut. OK, thank
you, sir.

Ms. STEBBINS. My name is Annette Stebbins. I'm going to be
celebrating the sixth anniversary of a liver transplant this Easter.
Dr. D’Alessandro had my picture up there, and he gave me the
credit for being 51 years, but, however, I got my liver for my 50th
birthday, and I thank you and I'll give you a little kiss later on.

Mr. SHAYS. That is a different kind of kiss.

Ms. STEBBINS. Write that down.

I would like to say that I think we are fortunate to have so many
wonderful transplant centers across the country, Pittsburgh, Ala-
bama, Wisconsin. I was very fortunate to be living in Madison, WI,
which is my umbilical cord for my liver. But I hate to see the sys-
tem being bureaucratized, and I would like to be able to see rather
than punishing the groups that do really well on procurement, why
can't we bring up some of the smaller groups. I have people from
all over the country call me because they ran into so and so on the
airplane who, gee, do you know someone in Madison, WI. I know
this, I have people in Florida and Texas and California and on the
east coast that I talk to about kidneys, about livers and whomever
would call, and I'm happy to do that. The woman I received my
liver from happened to be a 26-year-old woman who died in the
closing of a C-section after delivering a health baby girl, and I hap-
pened to be the very fortunate recipient of it. I'm delighted to have
been here today. It was a great education for me. Every day is an
education. I don’t complain about the rain or the snow. I would like
to congratulate our procurement department, and all over Wiscon-
sin they take the time to go to the smallest group in the smallest
church, the smallest town, whether it’s 5 people, 10 people or 100
people and talk to them about organ donation.

I happened to have a background in marketing and design, and
when I received my organ, when I received—had to have a liver
transplant and be put on the list, I had terrible insurance prob-
lems. Insurance is the problem, and my heart goes out to the
woman who lost the young child. When you are not well and your
family is involved in emotional, financial trauma, it is very difficult
to make decisions. We need the insurance people to listen to us.
They said you have to have so many refusals, you go back to them
and they say, “Well, we will get back to you in six weeks,” you say,
“I will be dead in six weeks.” I just finished a 4-year stint on the
Hurst (phonetic spelling) Board Health Insurance Risk Sharing
Program for the State, so I can tell you that it’s a very difficult sit-
uation with insurance for all of you. I wish everyone here well. I
thank you for coming and talking to us. And I wish we’d kind of
look into an implied consent even in some way for our country. I
rc;:)alize that’s another pail of worms, but it’'s something to talk
about.

Mr. SHays. OK. Fair enough.

Ms. STEBBINS. Thank you.

Mr. SHAYS. Yes, sir.
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Mr. JoNES. Mr. Chairman, I received my heart in November
1993, from the University of Wisconsin. I think you are doing an
investigation of this problem that is admirable, but I also think
that it’s rather obvious and that anybody with common sense, with
the exception of Ms. Shalala possibly, can see what the effects of
her proposals will be on this program. It is obvious to me that the
effects will be a net outflow of organs from low population areas
to high population areas. Areas such as Wisconsin, North Dakota,
Iowa, et cetera, will end up in a period of time with a net outflow
of organs. I being a resident of Wisconsin naturally don’t think this
is a good situation. I've got so many thoughts that I find it hard
to correlate them at this point, but one of the things that was
brought up during the day was the possibility of racial discrimina-
tion in the process. I don’t know about that, but I don’t think that
that exists to a very great extent. If there is discrimination that ex-
ists, it’s economic discrimination. The fact is that in most cases,
with the exception of the people that the Government pays for, the
only people that can get a transplant of any kind are the people
that can afford it, either through their insurance or through their
personal finances.

In my case, as an example, before I was put on the list, there
were two requirements to be put on the list. You either had to de-
posit 100,000 in cash or you had to have a letter in writing from
the insurance company stating that they would pay the bill when
it was all done. In my case it turned out I had a number of com-
plications, so in my case it amounted to a figure somewhere be-
tween 450 and 500,000, and to this day it’s still adding up. So,
again, as far as, now as far as the donors, another thing that——

Mr. SHAYS. Try to wrap up just a little bit.

Mr. JONES. OK. One of the things that I wanted, that the donors’
families, I think one of the things that they are primarily inter-
ested in is that their gift is going to somebody and is going to do
some good. And if you give it to the sickest, that is not always the
case. It will be wasting many organs, and from the donor’s stand-
point, it will be a loss to their heart that they have donated some-
thing and it’s gone to a person that didn’t survive and in that way
they have a loss. Thank you for your time.

Mr. BARRETT. I just want to make a comment. I don’t know to
the extent that the new rules deal with this, but I talked to one
other person today that talked about the lists and the inability for
people who don’t have the resources to get on the list. I am con-
cerned that there should be no financial barrier whatsoever to get
on the list. And that is something I'm going to look into further.
Thank you.

Mr. ENK. Good afternoon.

Mr. SHAYS. Good afternoon.

Mr. ENK. Congressperson Shays, Congressperson Barrett,
friends, my name is Scott Enk. I'm a life-long resident of the city
of Milwaukee and the State of Wisconsin who, like many people,
used to be very passive about organ donation. I really believed that
signing my donor card and talking it up to people who seemed re-
sistant was enough. It’s not. It’'s very obvious that when you look
at organ donation from perhaps an economic standpoint, which is
perhaps the most dispassionate way to look at a scarce good, there
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is a supply side and a demand side and as people like Mr. Vorus
(sic) of the Adult Wisconsin Donor Network, and—Volek, Mr.
Volek, and Ms. Little-Conrad both pointed out, the real problem, as
many speakers also point out, is with the supply of organs. I would
hope that you and other Members of Congress start taking a very
close look at how to increase the supply of organs by considering
some of the suggestions you have heard today, perhaps going if not
all the way, too, in the direction of a presumed or implied consent
system, but that’s a completely different set of issues.

What we are looking at here is the demand side. When it comes
to that, we know what works. You have heard it reported here that
the vast majority of Wisconsin residents felt that—56 percent, felt
a preference sheould be given to patients at Wisconsin hospitals.
Now, the people in Pennsylvania, some of the people in Washing-
ton, DC, might call that provincial, but it works. Wisconsin has one
of the better organ donation programs in the country. And we do
not think—instead of exporting livers to States which do not have
as good an organ donation programs as we, why not export our
ideas. Why not bring them up to our standards rather than be pe-
nalized for our success, because otherwise you have no incentive for
those other States to really improve.

We have all heard about the concerns expressed about other
transplant centers closing, about people having a hard time travel-
ing, about the possibility of livers being wasted on retransplan-
tation. As long as these serious concerns exist, and they are very
legitimate concerns, should we follow the basic medical maxim,
first do no harm. Let’s not rush into this, these changes. Let’s take
a very good close look at them, and if need be, go very slowly, if
at all, before destroying a system that we know works.

Mr. SHAYS. Thank you, sir.

Mr. ENK. Thank you.

Mr. SHAYS. All right, sir.

Mr. LaMM. Yes; my name is Frank Lamm. I'm a kidney trans-
plant recipient and 1 also have four children, three of whom stand
a 50 percent chance of having the same kidney disease that I have.
Under the new proposal I'm not sure that I would be standing here
because after my kidney transplant, I had a series of rejections
that if I was a lot sicker, I probably wouldn’t have survived. There
is a lot more that goes into a doctor’s determination and the whole
assessment as to whether or not an individual is ready to be trans-
planted than a series of numbers or filling in a few blanks that
might be the cases in a Federal procedure. I really believe that de-
cisions like this should be made closer to home. I also believe that
if there is—there’s an old saying that if something ain’t broke,
don't fix it, and at least in Wisconsin, this system is not broke. This
works fine. This works as—about as well as one could hope, and
I was somewhat disappointed to hear the Federal testimony to the
fact that they felt that this was unfair. I think that this system is
as fair as a system, a human system could be, and regulations
would not necessarily make a more fair system. Of course, the
problem is there aren’t as many organs as are necessary to solve
the problem, and until that case and until the day comes that there
are more organs, everybody who doesn’t get one is going to feel that
the system is unfair. So I think efforts should be placed someplace
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other than trying to fine tune and manipulate the system that we
have right now.

I do also think that if the subcommittee is interested in making
some changes, they should consider maybe reducing the impact
that a large center has such as Pittsburgh and give more emphasis
to the regional systems and create in fact more regional systems
throughout the country that can be as good as the one here in Wis-
consin.

Mr. SHAYS. Thank you, sir.

Mr. LAMM. As far as tax incentives are concerned, I really
think—or as far as other incentives are concerned, I think they
should consider tax incentives and perhaps something in the form
of paying for burial benefits also. Thank you.

Mr. SHAYS. Thank you very much. I think we're with group 4; is
that correct? I appreciate everybody’s patience in waiting. This is
very interesting.

Mr. FISKE. My name is Charlie Fiske. I'm from Boston. The last
time I was in Milwaukee was November 5, 1982. My plane had
stopped here just briefly as I was on my way to the University of
Minnesota because my daughter who was the most needy patient
and the youngest liver transplant patient in the country was wait-
ing for an organ to be flown from Primary Children’s Hospital in
Utah, so she could receive a life-saving organ transplant.

In 1983, I was in front of Congress twice. In 1990, I was in front
of Congress. In 1993. I testified at the HHS hearings in December
1996. Also served on the UNOS board for 4 years. I'm also one of
nine general public members of the UNOS Corp. I thoroughly sup-
port the Department’s initiative to make it a level playing field. I
cannot say that enough times. I have said that publicly, I've said
it privately. I have always advocated for a level playing field.

Under the current system my daughter, who is now age 16 and
a testament to the fact that liver transplantation works under the
current arrangements, would not be alive. Under the current sys-
tem that’s being proposed, she would have an equal chance and we
came from Boston, went to Minnesota and the organ came from
Utah. That was 1982. The Department has made the right step
and, again, I thoroughly support and encourage the members of the
committee to look at what the Department has said because I as
a patient and a father of a patient advocate thoroughly support
what the Department has done. Thank you very, very much.

Mr. SHAYS. Thank you very much, sir.

Mr. OLDAM. My name is Paul Oldam. I'm chairman of the UNOS
Patient Affairs Committee. More importantly, I'm also a heart
transplant recipient. I'll try to be very ecumenical in my comments
today because I received my transplant at St. Luke’s Medical Cen-
ter in Milwaukee. My wife’s family is from Pittsburgh. And my fa-
ther was born in Beacon Falls, CT. So I think I've got all three
bases covered. There seems to be some concern expressed here that
there is perhaps insufficient patient input into UNOS’ activities
and that perhaps it operates in a partial vacuum. In my opinion,
that’s extremely far from the truth. My committee is made up of
patient recipients from each of the 11 regions of UNOS. They are
not paid by UNOS, they’re not employees, they'’re purely volun-
teers, and they are interested in furthering transplantation. That’s
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their sole motivation. We consider every policy which is proposed
to change in UNOS or any new policy. We review it thoroughly and
I report personally to the Board of Directors of UNOS. There is, I
think, ample patient access into these problems and into this dis-
cussion, and it’s certainly not operating in a vacuum, I can assure
you.

At our last meeting, which preceded by about a week and a half,
the actual regulations which were just published by the Secretary,
we discussed what we knew of the regulations at that point in
time, and I can tell you that the committee unanimously feels that
UNOS should be the principal allocator of organs in the United
States. Not to say there shouldn’t be some appropriate Government
overview, but UNOS is made up of patients, professionals, trans-
plant professionals, physicians, surgeons, and I think in our opin-
ion is far better suited and more able to determine organ alloca-
tions than any Government entity is. Thank you.

Mr. SHAYS. Thank you, sir. Thank you very much.

Ms. WAGNER. Good afternoon. My name is Virginia Wagner. I'm
a physician assistant. I work at Children’s Hospital in the emer-
gency room. I'm also a patient, and in 1979 my dad, 1973, excuse
me, my dad was a patient at the VA Hospital here in Milwaukee.
He was in renal failure, and my sister and I were both in our early
twenties. As my dad’s health declined, we were told by the doctors
at the hospital that a committee at the hospital had met. We didn’t
know this committee existed. They had met. They had reviewed my
dad’s case, and they had decided at that time that he was not a
candidate for dialysis or the experimental process of transplan-
tation. At that time dialysis was not covered by the Federal Gov-
ernment. There were few machines and a process had to be decided
on, who was chosen, and who was not. My dad was not chosen and
he died that summer.

That summer our whole family was checked for kidney disease,
and I was determined to have adult onset polycystic disease. It is
now 25 years later. My kidneys are failing. I will be on dialysis
probably in the next few months. And now I'm faced with the fact
that another committee is deciding my fate, a committee that by
happenstance I happen to run across today. I didn’t even know you
were meeting here until I came in the building. So I'd just like to
have that input.

I can’t tell you how to make these rules. It's above my statistical
knowledge to figure out what is going to work out best for patients.
I can just tell you it’s very hard sitting here having someone else
decide. It’s like you are in front of a giant slot machine and the
wheel is pulling down and you watch those wheels spin and you
wonder are the three balls going to come up for me or not. The
odds are not great, and if you start playing around with the sys-
tem, you upset everyone’s lives, and you don’t know how it's going
to turn out either. So just be aware that our lives hang in the bal-
ance when those wheels are spinning, and I don’t like committees
deciding what happens to my life. I have been through that once
already. Thank you.

Mr. SHAYS. Thank you, ma’am.

Mr. JONES. I'm Alvin Jones. I'm from Mount Horeb. And I had
a liver transplant. It will be 2 years, May 22. And I was in the hos-
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pital for the month of March, and the first few days I wasn’t ex-
pected to live, and on the 5th of April I got the word that I was
on the transplant list, and on May 21, I got the call for a liver.
And, anyway, my liver came from the Swedish American Hospital
down in Rockford, and when I went in that night, I went in with
a smile and a positive attitude and God was behind me. Thank you.

Mr. SHAYS. Thank you, sir.

Mr. CRONCE. Chairman Shays, Congressman Barrett. My name
is John Cronce. I'm from Milwaukee. My daughter works at St.
Luke’s Hospital. My wife, however, is a patient at the UW Hospital
in Madison. She received a heart and kidney 2 weeks ago. For the
past 5 months I have lived with a community. It is a community
composed of three major components at the moment. Heroic doctors
who practice an art of medicine. She was not listed at some institu-
tions. Her heart was too strong, her kidney was too weak, her
heart was too weak or whatever. She was listed there. A heart sur-
geon began an operation when others thought he shouldn’t. He was
willing. He succeeded. The art of medicine.

The patients that I have lived with, we have lived with for 5
months. Do you know what they do when the word is out so and
so’s got their heart? They lined the halls on either side and they
clap and applaud and cheer that patient on. Then they return to
their rooms and wonder should I be happy? Why am I sad? That
roulette wheel I just heard about, I know that wheel.

A day or two later these patients, Frank and Maynard, who have
been there over a year, have watched 70 people come and get
hearts while they have waited. Their number has not come up.
Others were sicker. The blood type wasn’t right. They understand
this. They understand maybe it will be their turn, maybe. They un-
derstand it might not.

The donors. 10:30 in the morning I received a call about what
happened between 6 and 10 that morning someplace. A nurse ap-
proached a family at the moment of death and found generosity,
light, life for another family, nurses whose names turned out to be
Teresa. I don’t know Teresa. A nurse manager who worked with an
organ procurement organization that worked years and years to de-
velop a relationship so that this could happen. There are, there’s
a family out there. Attorney Shapiro talked on why don’t you pay
for organs. Because there’s something altruistic about this. This is
the most human, humanizing experience. This is the most personal
experience. Public interference in this personal activity must be
done with extreme caution. Thank you.

Mr. SHAYS. Thank you, sir.

I really appreciate the cooperation of everyone who's—do you
need a second here?

[Discussion off the record.]

Mr. SHAYS. I will call on group 5. I appreciate the cooperation of
everyone. You've made this work very nicely. If group 5 could come
forward. Are we all set? Thank you.

Welcome, sir.

Mr. KraLL. Hi. My name is Dan Krall. I received a heart July
1, 1994, and I waited on a transplant list for over a year, and the
last month or so I spent in the hospital waiting for the heart in
critical condition. And breathing my last gasp and waiting to die
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and having a hose sewn into my body so that I could wait for fluids
to come in to make my heart function more properly is a ghastly
experience. And probably the most terrifying part was when the
nurse came in and told me that there was a heart available. It was
understanding that I would live and the other side of that was un-
derstanding that someone else had to die for that that I could be
alive. And the important thing was to me not where it came to, not
where it came from, but that it was going to be available to me.
And since then I have worked a lot with donor awareness groups
and I've spent a lot of time and I've asked probably hundreds of
people to sign their donor card. And the most important part I
think is that there’s a great deal of education necessary to educate
the people of this country, this community and this country that
donor awareness, donating organs is a good thing, it’s a good thing
for everybody. People fear that, people are afraid that their bodies
are going to be disfigured, that theyre not going to be OK, that it's
going to cost them money. It’s a very simple educational process
that I think we need to work more on, more on to—there we go
again. To—so that people will sign their donor cards and this prob-
lem would then be eliminated.

In the interviewing of all of those people, no one asked me where
the organs were going. They wanted to know how they were going
to be and if they were going to be OK and if their family was going
to be OK with it. And that's the—the reality of it is giving the
blessing and the people that I know that have signed their donor
cards in that conversation, it’s the blessing that we can give to
someone else in our passing. Thank you very much.

Mr. SHAYS. Thank you very much.

Ms. MOORE. My name is Kathleen Moore, and I received a heart
transplant January 1, 1993. So I'm technically 5 years old. I also
am a health care professional, and so I am aware of many of the
medical and ethical issues that surround transplantation and also
the other health care issues.

Because I have had a heart transplant, I did very well, I was
able to return to work 6 months after my transplant and I continue
to work full time. I also do try to volunteer and promote organ do-
nation and do talks at schools, schools of nursing and also different
groups. I'm promoting organ donation. And like Dan said, it’s a
wonderful thing to be able to wake up in the morning and to know
that you are alive and to pass that information on to other people.

I think one of the important factors also is that not only to com-
municate to sign your donor card, but also to communicate that de-
cision to your family and to your loved ones because as it was
brought out in the panel, that many of these decisions sometimes
families can reject because they do not understand.

Also, I think it’s important that there is good communication on
the outcome and the effect and the quality of life of a heart trans-
plant. I know many times when I talk to people, they will say you
are a heart transplant? You don’t look like one. I'm not quite sure
what they expect to see. But, anyway, I think people need to know
that we do have quality of life and that we are worth the time, the
effort, the gift of life and the financial moneys and efforts that are
put into us.
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One of the other points that I would like to talk about or mention
that I thought about very much during the panel discussion was
the issue of the insurance coverage. I was very fortunate that when
I had my transplant, my insurance company did not give me much
grief before my transplant. Now I go through continuous grief. I
have had to change insurance companies three times because they
raised the rate. My employer nor the employees can continue to ab-
sorb that. I have to continuously fight for the proper care in the
transplant community and with the hospitals and physicians be-
cause there is a lack of understanding of the need for continuous,
accurate and professional follow-up.

So I guess in closing I would like to say I feel that there needs
to be some more consideration and work done in those areas, not
only to promote transplantation, but to keep those of us who have
had transplants alive and well. Thank you.

Mr. SHAYS. Thank you very much.

Ms. MayEes. Hi. My name is Barbara Mayes. I received a heart
transplant 3 years ago when I was 24. I just wanted to point out
the fact I used to live in Texas and I relocated up here to Wiscon-
sin, mainly because I have family up here and everything, but
when I was in Texas, they wouldn’t put me on a waiting list. And
I knew I was getting worse and worse and, of course, no one would
admit it. So I decided to take my son, he is 8 now, but he was
younger then, and we uprooted everything that we ever knew and
moved up here to Wisconsin, mainly because I had family up here,
but I knew the hospitals up here and their qualities and they put
a lot of work into them. So I felt comfortable being here.

When I got here, unfortunately, I got pregnant, but—so we had
to wait, but as soon as I had my son, my heart gave out having
him and I was immediately put on a transplant list, and I was
blessed that I was only on the transplant list for 10 days. Every-
body is amazed by that, including myself. And the thing that I at-
tribute that to is the work that the Wisconsin Donor Network does
up here and everything that the volunteers do. Of course, I volun-
teer now and it’s just, my feeling is that if we mess with it, it’s
going to take the lives around here and I don’t—it’s not that I don't
feel sympathy for the other places, because I do because 1 was
there, but I think we need to use Wisconsin as an example and not
tear it apart, is my main concern that we are messing with some-
thing that is proven to be good, so I just don’t want to see that torn
apart. And that is about all I have to say.

Mr. SHAYS. Thank you very much. May I ask you a question?

Ms. MavYEs. OK.

Mr. SHAYS. Do your relatives who live here have that same won-
derful accent that you have?

Ms. MAYES. No; I was the only one that was down there long
enough to get it. I just can’t get rid of it.

Mr. SHAYS. Thank you.

Mr. BARTER. I'm Elianor Barter. I had my transplant, my heart
transplant January 11, 1995. I wasn’t a good candidate and that
I don’t know how anybody can decide that for you. I got my trans-
plant and developed deomberay—phonetic spelling—which left me
paralyzed from the neck on down. With a lot of work at Froedtert
Hospital, about 5%2 months of therapy, I now talk, walk, do every-
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thing that the rest of you take for granted. So I also am a volunteer
for Wisconsin Donor Network and they do such a wonderful job in
the State of Wisconsin. I would like them to be used as an example
by the other States. Thank you.

Mr. SHAYS. Thank you very much.

We’re with our last group.

Ma’am, we need you to bring the card in. We need you to give
Teresa the card. Thank you. That’s for our transcriber.

Our last group now, our group of six, we will be concluding with
this group because we have a plane to catch. We're going to Kansas
for another hearing, and the staff has to take things down. So we
have group 6 now?

Let me at this time—well, people are here, so we're all set.

Sir, you didn’t butt in line, did you? I'm teasing. I'm teasing. I'm
teasing. You come right up. I couldn’t resist because you looked a
little guilty.

Mr. BLEVINS. I just wanted to show off my T-shirt.

Mr. SHAYs. I like your T-shirt. And I like your smile.

Mr. BLEVINS. OK. My name is Daniel Blevins. I'm from Madison,
WI, here. I received my transplant in January this year and I'm
doing really good. I feel really good, and everybody has been behind
me. My family has been behind me. They came all the way from
California when I was sick and everything just turned over like
over night. And I'm good and healthy now. Thank you.

Mr. SHAYS. Great. Thank you, sir. Thank you for testifying.

Ms. BAUMGART. Hi. I'm Marie Baumgart and I had a liver trans-
plant December 27, 1997, and I'm doing quite well. I think one
thing that has not been mentioned very much is the continuous
care that is necessary after a transplant. It’s not just the trans-
plant and the hospitalization that occurs immediately after, but the
followup which is so very, very necessary, and I have had some
problems with that, so I know having to come back and have a lit-
tle more surgery, to suffer rejection and to catch that right away
so that it can be done on an outpatient basis, which is also phys-
ically economical. Then I would also like to say that as far as re-
gional areas, very important as far as the support system, the hus-
band and the family, because they need help as much as the pa-
tient themselves and they need to have people around them who
are supportive in this real trying situation emotionally for them.
Thank you very much.

Mr. SHAYS. Thank you very much.

Ms. RATHER. Hi. My name is Nancy Rather. I had my liver trans-
plant here at Froedtert on Halloween of 1996. I was fortunate to
be able to work up until the time I received my call to come in,
which helped keep me, my mind off of this cloud that was hanging
over me for a transplant. I was in the hospital for 10 days. I was
back to work full time 3 months later. And I believe that we should
keep the system we have but educate the Nation to sign your donor
cards so we can have enough organs for everybody that needs one.
Thank you.

Mr. SHAYS. Thank you very much, ma’am. Now——

Mr. ZIEHR. I'm going to speak, OK.

Mr. SHAYS. OK. Well
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Mr. ZiEHR. My name is Jim Ziehr and this is my wife Colleen
and this is my son Michael.

Mr. SHAYs. Hello, Michael. What is your name?

Mr. ZIEHR. We have been doubly—Jim Ziehr.

Mr. SHAYS. Jim. Nice to meet you.

Mr. ZIEHR. We've been doubly blessed, we have two children that
have had liver transplants, so we have been through the situation
several times.

First of all, I'd like to start off by saying I listened to some of
the statistics this morning, and if I was running my business the
way I heard the 7-year-old statistics that we are making decisions
on here, I think I'd be out of business. And that kind of appalls me
because I'm a taxpayer. So I didn’t realize the numbers were that
old. Let me just tell you a little about our background. Michael and
Benjamin—we have three boys and the middle boy doesn’t need a
transplant, were born with Alpha 1 antitrypsin deficiency, and they
were, we were taken to Madison, WI, and we were diagnosed that
we needed a transplant down the road sometime in late grade
school. Benjamin, our oldest, who is 9 years old now, received his
transplant in August 1995.

One month later Michael got an opportunity to go through it. He
was 2 years old at the time. However, due to complications with
his first liver, which brings me to one of my other points, which
is the fact that we talk about regional and national donation. There
are different procurement methods that occur across the country by
the procurement doctors who go out. And my concern is that if we
don’t standardize some of those practices—Michael’s liver came
from a regional donation. He had problems with the artery that
goes into his liver, and we feel that the reason that it had problems
was because the liver wasn’t procured by the doctors who were ac-
tually going to use the liver, so there has to be some consideration
of if the doctor who gets it knows exactly what organ is going into
Michael’s body, knows the size of the cavity, knows exactly what
he is looking for. Michael needed a second transplant because of
that situation. The second time around Dr. Kaloyoglu in Madison
specifically asked for an artery to be taken out of the boy’s leg that
was the donor the second time so that they could make compensa-
tion for that.

If you are doing organ donation from out in Utah or California,
bringing it to Wisconsin, those doctors in that 12-hour period of
time will not have time to do those kind of quality decisions in
their medical decision, and that is a concern of mine that you need
to take into consideration there.

The other thing that I'd like to bring up is, along with that, we
need to stress organ donation. Everybody talked about it. And the
reason is because statistically one-third of all the people who are
organ donators, donation people, aren’t even asked. The situation
in Pennsylvania, when they put their program in that Donna
Shalala and President—or Vice President Gore is now pushing for-
ward, their model program had 44 percent donation increases dur-
ing that time. I didn’t hear that statistic at any of the panels.
Forty-nine percent of people had, organ donations went up during
that time, 44 percent more donors, 49 percent more. So if we are
short and 4,000 people died, that would mean 2,000 more people



172

a year wouldn’t die because of it. So we really do need to stress
that procurement is the issue. And I apologize for rambling on
about this. That is very important to me.

Second, I believe in democracy. As we educate young men and
woman who come out of these transplant centers, my concern is
that where are they going to go practice if we put out—the smaller
transplant units go out of business? We need to continue to develop
those young doctors, and as we push them out, with the current
UNOS program, the number of transplant programs have gone up
124 during that same timeframe during the last—since they put
those rules in. But what is interesting is the University of Pitts-
burgh’s number of organ transplants that they have done has gone
down by half. So I have a question about that. Why would they go
down by half? Is it because they don’t have a procurement program
that is present for them? And I think that that needs to be brought
forward from that standpoint.

Mr. SHAYS. Thank you very much.

Mr. ZiEHR. Yes. Do you have anything to add? Thanks.

Mr. SHAYS. Let me just ask, Michael, I have this gavel, and 1
would love to end this hearing in a second and would love you to
be the one to hit the gavel here if you want to come on up here.
If you want. You don’t have to. But first Mr. Barrett just wants to
make a comment and then I'll——-

Mr. BARRETT. I just want to say that I'm very humbled and
proud to be a Representative in Congress, and just as all of you
who have had organ transplants feel lucky when you get up, I feel
lucky to have this job, but there are some days when you feel
luckier, and I think today’s hearing is a time when I'm going to
leave and feel good about the community, the greater community
that I represent because I think if there is a message that has
come through today, it’s that the people of Wisconsin care about
other people, and what we would like to see is we would like to see
other States emulate the job that we have done, and so I want to
thank everybody. I think that my friend Christopher Shays saw a
good glimpse of Wisconsin and what good people we have here. So
I want to thank all of you for coming and being a part of this hear-
ing today. Thank you.

Mr. SHAyYs. Thank you. Let me say that I'm always proud to be
an American, and when I come to a community like this, I feel even
more proud. What a great Nation we have, and how nice you were
to participate in this hearing and to be so attentive and so coopera-
tive, and I learned a tremendous amount. I want to first thank
your Congressman. I happen to be a close friend of Tom’s. He and
I work on a lot of issues together, not just these issues, one of them
happens to be campaign finance reform which he and I have
worked long and hard on. Other reforms like getting Congress
under all the laws that we impose on the rest of the Nation and
lobby disclosure and gift ban legislation. All of this I worked with
'(Il‘om on, and I just have a tremendous appreciation for the job he

oes.

And I also want to thank our court reporter, Colleen Reed, for
her cooperation today. You can put that in the record. And to our
clerk, Teresa Austin. Thank you very much, Teresa. Our sub-
committee staff. Anne Marie Finley, by the way, is a home product.
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She’s a Milwaukee lady. Her mom is here, I think. Is your mom
still here?

Ms. FINLEY. She had to go to work.

Mr. SHAYS. She had to go to work. OK. People in Wisconsin
work. But I just love the fact that she was here and she is our key
person on health care issues. And Cherri Branson and—also on the
committee. And thanks—Cherri, rather. And Tama Mattocks and
Terry Perry and Ed Walz from Mr. Barrett’s personal staff. I also
want to thank Donna Gissen—phonetic spelling—who is assistant
vice president of Office of Planning and also Sandra Terra Nova—
phonetic spelling—and with that I would say the hearing is ad-
journed. Would you like to hit the gavel on that?

[Whereupon, the subcommittee was adjourned.]

[Additional information submitted for the hearing record follows:]
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Dear Honorable Donna Shalala, Secretary of U.S. Health and Human Servicas:

We, the undersigned, feel the Organ Procurement and Tranaportation Network (OPTN)
shoukd remain as it was eatablished under the 1884 National Organ Transplam Act (NOTA).

W, along with all major professional sociebes, nciuding The American Society of Transplant
Surgeons and American Society of Tranapiant Physiclans, as well as recipient and donor
organizetions, feel the current aliocation policy regarding donated organs should

not bo changed.
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Dear Honorable Donna Shalala, Secretary of U.S. Health and Human Services:

Woe, ths undersigned, have read tha Wisconsin Donor Network position statement dated
March 9, 1998 that states the Organ Procurement and Transplantation Network (OPTN)
remain as it was established under the 1984 Natlonal Organ Tranaplant Act (NOTA).

Woe, along with all major professional socleties, including The Amarican Socisty of Traneplant
Surgeons and American Society of Transplant Physicians, as well as recipient and donor
organizations, feel the curent allocation policy regarding donated organs should

not be changed.
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Dear Honorable Donna Shalala, Secretary of U.S. Health and Human Services:

We, the undersigned, feel the Organ Procurement and Transportation Network (OPTN)
should remain as it was established under tha 1984 National Organ Transplant Act (NOTA).

We, along with all major profassional aocieties, inciuding The American Society of Transplant
Surgeons and American Saciety of Transplant Physicians, as well as recipient and donor
organizations, feel the current allocation policy regarding donated organs should

not be changed.
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Dear Honorable Donna Shalala, Secretary of U.S. Health and Human Services:

We, the undersigned, have read the Wisconsin Donor Network position statement dated
March 9, 1998 that states the Organ Procurement and Transplantation Network (OPTN)
remain as it was gstablished under the 1984 National Organ Tranaplant Act (NOTA).

We, along with ail major profeasional societies, inciuding The American Soclety of Tranaplant
Surgeons and Amarican Saciety of Tranaplant Physicians, as well as recipient and donor
organizations, feel the current allocation policy regarding donated organs should

nat be changed.
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Daar Honorable Donna Shalala, Secretary of U.S. Health and Human Services:

We, the undersigned, have read the Wisconsin Donor Natwork pasition statement dated
March 8, 1998 that states the Organ Procurement and Tranaplantation Natwork (OPTN)
remaln as it was established under the 1984 Nations! Organ Tranaplant Act (NOTA).

We, along with all major professional societies, including The Amarican Soclety of Transplant
Surgeons and American Society of Transplant Physiclans, as well as recipient and donor
organizations, fael the current allocation policy regarding donated organs should

not be changed.
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Dear Honorable Donna Shalaia, Secretary of U.S. Health and Human Services:

We, the undersigned, fee! the Orgam Procurement and Transportation Network (OPTN)
should remaln as it was established under the 1984 National Organ Transplant Act (NOTA).

Woe, along with all major professional societies, including The American Society of Transplant
Surgeons and American Society of Transplant Physicians, as well ag recipient and Jonor
organizations, feel the current allocetlon policy regarding donated organs should

not be changed.
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MEDICAL

COLLEGE
OF WISCONSIN

M. 8. Adams, M.D., MS. Department ot Transplant Surgery

Professor & Chairman

C. P.Johnson, M.D.
A. M. Roza, M.D.

April 8, 1998

The Honorable Congressman Thomas Barrett
135 West Wells Street
Milwaukee, WI 53203

Dear Congressman Barrett:

I am writing in opposition of the proposed plan final rule put forth by Donna Shalala in
HHS regarding organ allocation. Iam a transplant surgeon and run the Abdominal Organ
Transplant Program here at the Medical College of Wisconsin in Milwaukee. We do liver,
kidney, and pancreas transplants in our program and service the people of Southeastern
Wisconsin.

While most of what is published in the final proposed rule is what has been developed
painstakingly by UNOS over many years, there is a radical departure regarding the issue of
organ allocation. As you are aware UNOS has been a voluntary organization which has
consumed hundreds of thousands of hours of time of health professionals over the years
working painstakingly at many issues relating to transplantation and organ allocation and
distribution in the United States. Our current system, while not perfect, has been carefully
designed and is in constant evolution based on hard data which has been carefully
accumulated over many years and analyzed and reanalyzed many times.

I find it puzzling and alarming that while HHS is delayed so long in coming out with a
proposed interim role and has only apparently been stimulated to do this through political
pressure of a few large centers doing liver transplantation in this country which will
essentially result in several very detrimental forces coming into play in the United States.
As you are aware, the rule charges UNOS with first coming up with a system to reallocate
livers within a very short time frame but then to be followed by other organs within a year.

Although many people have been led to believe that the sick patients do not get an
equitable chance of getting liver transplants in a short time frame, this is in fact not true.
Patients at the highest statuses who are in immediate danger of loss of life without a
transplant are transplanted within a very short time, and the time does not vary across the
country. Patients in status 2A, which is the next sickest group, also have a relatively short

Froedierl Memorial Lutheran Hospital
9200 West Wisconsin Avenue
Milwaukee. Wisconsin 53226

(414) 259-2870
FAX (414) 259-0717
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The Honorable Congressman Thomas Barrett
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April 8, 1998

time frame which does not vary that much. Also, as you may not be aware, the number of
people who die while waiting for a liver transplant is to a large extent people who are at
home stable who die suddenly and unexpectedly and are not in fact that sick prior to theic
deaths. This accounts for almost half of the deaths on the list, i.e., in status 3.

Shipping of livers to the sickest patients would substantially increase cost and decrease the
chances of success because these livers would have prolonged ischemic times and would
more often fail and require re-transplantation. Although the University of Wisconsin
solution was an advance in terms of our ability to preserve livers, a heavy price is paid if
preservation extends beyond 6 to 10 hours which would almost always occur when organs.
are shipped.

A second issue which is even of greater concern to me is that myself and my colleagues in
the State of Wisconsin have worked tirelessly for almost 30 years now to promote organ
donation in Wisconsin. We speak to this issue every chance we get and have given
innumerable talks to hospital staffs, ICU’s, Emergency Rooms, etc. regarding the need for
organ donation and referral for potential donors

We feel, as do most transplant professionals in the United States, that organ donation is
largely a local phenomenon. This is borne out by the fact that states with the best organ
donor rates, of which Wisconsin leads the country, have put considerable effort into
accomplishing this while the states that have lower donations have less of a history of this
type of effort. Donor families largely donate because they feel that there are people in
their community that need organs to survive. If this stimulus is removed, we feel that
organ donor rates will drop and there will be less incentive for donor families to consider
this life saving gift at the time of their greatest sorrow.

While the transplant operation is important in the overall picture, an additional more
important factor is the availability of health care for these transplant recipients following
the actual operation. [t is difficult to obtain quality health if a patient is far from a center
that knows them and is used to dealing with them as a patient and their individual
problems and concerns. Additionally, requiring families to travel far distances as is
frequently mandated by HMO’s and insurance companies based on where they can obtain
the services at the lowest price, and this puts a huge stress on families and patients’ support
structure as well as ruling out that possibility for people without adequate financial
resources.
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While Donna Shalala has publicly stated that HHS has no intention of taking these
decisions out of the hands of medical professionals, in fact, the rule does just that. The
system would be best served and would result in the most successful transplants if it was
truly left to medical professionals and it should continue to be so into the future.

This rule would result in closure of a significant number of programs of which mine is one.
This would result in not having those vital services available to people at a local level. A
state such as Wisconsin with a smaller population but excellent records in organ donation
and transplantation would be severely disadvantaged by this change.

I appreciate your willingness to consider these views. I will be at your disposal if you
would like further conversation or documentation of these issues.

Sincerely,
/ /\( wl( ﬁfl{mnst

Mark B. Adams, M.D.
Professor of Surgery

MBA :kml
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MAark W Asrun, M.D, FA.CS.

Sauy §. Marminaiy, M.D, EA.CS.
Toob M. Baver, M.D.

April 1, 1998

Subcommittee on Government
Reform and Oversight

ATTN: Christopher Shays, Chairman

c/o Tom Barrett

2157 Rayburn House Office Building

Washington, D.C. 20515-6143

To Whom It May Concern:

| read in the paper recently of Donna Shalala advocating announcing the new rules
for organ allocation and sharing. This raised some red flags in my mind, and then
this was further raised by a letter | received (copy enclosed) from Dr. Mark Adams,
Professor of Surgery, at the Medical College of Wisconsin. | know Dr. Adams
professionally as a very fine transplant surgeon at the Medical College.

My interest and opinions in this are more than just casual. | have completed a
multi-organ transplant fellowship at the University of Pennsylvania and headed for a
time a transplant program at the lowa Methodist Medical Center in Des Moines,
lowa. 1 am fully aware of the politics behind this situation.

I have agreed with Dr. Mark Adams’s assessment of this new rule, although | am
not familiar entirely with it. His points | would agree with. Regarding point #1, |
am concerned about outcome. Our program in Des Moines had a very short
waiting time, and we were very active and efficient in a private setting with
obtaining organs, especially in liver transplants. | believe that transplanting earlier
in the disease process may actually be a more successful way to transplant these
people, and funneling organs to centers who have the sickest patients lined up in
their intensive care units would have lower overall success rates, increased costs,
and increased rates of failure.

WAUSAU HOSPITAL 7 425 PINE RIDGE BOULEVARD, SUTTE 200 £ WALISAU, WISOONSIN 54401 / (715) 8489090
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| strongly agree with point #2 that having the organs not used locally would
significantly decrease local incentive for donations and reward to the local
institution. The donation rate in Des Maines, | believe, was increased by the fact
that the organs were going to be used locally.

Point #3 is clearly present as we had much conflict with the University of lowa, as
before our center was opened, the patients and the donors came from that large
population based area.

Regarding point #4, my experience with UNOS is nothing short of professionalism.
| perceive that government involvement and mandating of this as doing nothing, but
usurping their long term commitment to fair organ procurement and sharing.

On a more personal note, | believe that my father would not be alive today without
the current organ procurement system. He received a heart transplant at the
University of Wisconsin approximately two years ago. He had progressive heart
failure from ischemic cardiomyopathy. He waited as an outpatient, | believe, about
two years on the list. His health deteriorated to the point of needing hospitalization
and chronic Dobutamine infusions. His in-house hospital stay lasted, | believe,
about three months waiting for an organ.

The University of Wisconsin system, according to the statistics | have seen, has the
shortest wait for a heart transplant and, hence, procuring the freshest organs. In
any other system, | believe he would not have survived long enough to obtain his
heart which was provided, | believe, just in the nick of time. | think to have the
Federal Government step in and force local OPO to ship their viable organs away
from local needy recipients would be a crime, and | would guess that if this system
would be intact, my father would not be alive today.
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Therefore, | have very strong opinions about any new rules that Donna Shalala
plans on implementing. The guise of price cuts at centers of excellent, | have seen
in several areas of medicine, and | find all too concerning that this now becoming
an issue with transplantation.

Sincerely,

Mark W. Asplund, M.D., F.A.C.S.
MWA:ja

cc: Mark Adams, M.D.
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April 6, 1998

Subcommittee on Government Reform and Oversight
ATTN: Christopher Shays, Chairman

c/o Tom Barrett

2157 Rayburn House Office Building

Washington, D.C. 20515-6143

To Whom It May Concern:

I read in the paper recently of Donna Shalala advocating and announcing the new rules for
organ allocation and sharing. This raised some red flags in my mind, and then this was
further raised by a letter | received (copy enclosed) from Dr. Mark Adams, Professor of
Surgery, at the Medical College of Wisconsin. | know Dr. Adams professionally as a very
fine transplant surgeon at the Medical College.

My interest and opinions in this are more than just casual. | have completed a multi-organ
transplant fellowship at the University of Pennsylvania and headed for a time a transplant
program at the lowa Methodist Medical Center in Des Moines, lowa. | am fully aware of
the politics behind this situation.

| have agreed with Dr. Mark Adams’s assessment of this new rule, although 1 am not
familiar entirely with it. His points | would agree with. Regarding point #1, | am
concerned about outcome. Our program in Des Moines had a very short waiting time, and
we were very active and efficient in a private setting with obtaining organs. Especially in
liver and heart transplants, | believe that transplanting earlier in the disease process may
actually be a more successful way to transplant these people, and funneling organs to
centers wha have the sickest patients lined up in their intensive care units would have
lower overall success rates, increased costs, and increased rates of failure.

I strongly agree with point #2 that having the organs not used locally would significantly
decrease local incentive for donations and reward to the local institution. The donation

rate in Des Moines, | believe, was increased by the fact that the organs were going to be
used locally.

Continued...

WALISAU HOSFITAL / 425 PINE RIDGE BOULEVARD, SUTTE 200 / WAUSALL WISCONSIN 54401 1(715) 848-9090
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Point #3 is clearly present as we had much conflict with the University of lowa, as before
our center was opened, the patients and the donors came from that large population
based area.

Regarding point #4, my experience with UNOS is nothing short of professionalism. |
perceive thatmﬁvand mandating of this as doing nothing, but
usurping their long term commitment to fair organ procurement and sharing.

On a more personal note, | believe that my father would not be alive today without the
current organ procurement system. He received a heart transplant at the University of
Wisconsin approximately two years ago. He had progressive heart failure from ischemic
cardiomyopathy. He waited as an outpatient, | believe, about two years on the list. His
health deteriorated to the point of needing hospitalization and chronic Dobutamine
infusions. His in-house hospital stay lasted, | believe, about three months waiting for an
organ.

The University of Wisconsin system, according to the statistics | have seen, has the
shortest wait for a heart transplant and, hence, procuring the freshest organs. In any
other system, | believe he would not have survived long enough to obtain his heart which
was provided, | believe, just in the nick of time. | think to have the Federal Government
step in and force a local OPO to ship their viable organs away from local needy recipients
would be unfair, and | would guess that if this system would have been implemented, my
father would not be alive today.

Therefore, | have very strong opinions about any new rules that Donna Shalala plans on
implementing. The guise of price cuts at centers of excellent, | have seen in several areas
of medicine, and | find all too concerning that this now becoming an issue with
transplantation.

Sincerely,

M ) Ghllord 10 105

Mark W. Asplund, M.D., F.A.C.S.
General & Vascular Surgeon

MWA:ja

cc: Mark Adams, M.D.
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Christopher Shays, Chairman
2157 Rayburn House Office BLDG.
Washington, DC 20515-6143

RE: UNOS changes

Dear Mr. Shays:

I am writing in opposition to the proposed UNOS changes. 1 care
for a number of kidney transplant, heart tranaplant and pancreas
transplant patients. I think it unwise to look only at
egualization of waiting time, instead of factors such as outcome.

Unfortunately, when we allocate organs to the sickest patients
first, we will have fewer successful transplants and this will
certainly be a waste of these precious organs. The changes aight
result in lower organ donations since the local organ drives, which
have made such a difference in increasing donation, may not have a
reasonable ocutcome. People will realize that organs may be shipped
out of their local area.

This new change {s not based on scientific data and will not
allocate the organs appropriately. There will not be completely
equal access and the b ot sful transplants will
decrease.

UNOS has been a very effective organization in allocating organs.
Should the rules be changed, UNOS wlill have very little say. This
would be a travesty especially considering how many transplant
professionals, patients and families have bsen involved in
developing a sound and fare organ allocation system.

I am very much opposed to the changes as proposed by Donna Shalala
and I think that the changes must be re-thought so that we don’t
waste organs.

si a"
James Brandes, M.D.

{dictated not read)

JB/13

1067 SOUTH 14TH STREET » SUITE 203 » MILLUAUKEE. WI 53215 » (414) 6728282 « FAX: (414) 6728284
4021 NOATH SEND STREET » MIUUAUHEE. W1 S3R16 » (414) 873-3600 o FAX: (414) 873-0470
7701 WEST CUNTON AVENUE » MILWFUKEE, UK 53223  (414) 760-3000 o FAX: (414) 760-3068
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N2437 Brattest lLane
Jefferson, WI 53549
16 April 1998

Oongress of the United States

House of Representatives

Conmittee on Government Reform and Oversight
2157 Rayburn House Office Building
Washington DC 20515-6143

Dear Committee Members,

Last week we attended the congressional hearing in Milwaukee
which was chaired by Representative Shays, The subject of this
hearing was the proposal by Donna Shalala to modify the organ
allocation syestem withim our country,

Here in Wisconsin we have an excellent donation and transplan-~
tatlon system that works, We believe this 1s due to the sense
of community we have 1n Wisconsin, the semse of soclal respon-
8ibility, and the very real work ethic shich has enabled us to
vork hard at apreading the word about organ donation--often on
a very personal level, One needs only visit the transplant
unit at University Hospital in Madison to realize the almost
super-human dedication the staff there exhibits, Yes, we Wis-
consln peopls have a wonderful system because we vork 80 very
hard at having a wonderful system!

For many people inr our culture donating the organs of a loved
one represents a sort of desecration of that loved one's body.
Thus, the act of organ donation requires an emotional sacrifice,
In an area such as ours with such a good rate of transplantation
success this emotlonal sacrifice becomes easler becauss we know
there is an excellent chance that these organs will save lives..
If the integrity of these organs is to be oompromiud by being
traneferred long dlstances and given to those "Most in need",
you may be sure the rate of donation will decline,

Although common sense would tell us that the correct path to a
sound nation-wide organ allocation system would be to study suc-
cessful systems and work diligently to wodel othere after thenm,
knowing that the whole is only as sound as 1ts parts, this does
not seem to be Donna Shalala's approach, Instead, she prefers the
path of least resistance and, in the name of fairdess, prefers to
Teduve everyone to the 1onst common denominator--what a shamel

Please, Committee Members, do not yourselves be gullty of suoh
a faulty decision.

W dwy-’uém
Harold tteet (organ recipient)
Weenonah Brattset

co: all appropriate agencles
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Chairman Christopher Shays
Committee on Government Reform and Oversight
Subcommittee on Human Resources
2157 Rayburr House Office Building
Washington, D.C. 20515
Dear Chairman Shays:

T would like to take this opportunity this moming to bring forth the perilous condition of one of
myme&me[uofomnwglmbmm

Enclosed please find a letter written by her father Bryan Lee, expressing the human costs
associzted with the implementation of proposed rules by the Department of Health and Human
Services. | have also enclosed a copy of a letter from the University of lowa Hospitals and
Clinics (UIHC), express their concems regarding the effects of this rule. The UIHC isa
renowned organ transplant facility.

Little 5-year-old Mckenzie has liver cancer and desperately needs a liver transplant. The rules
your committee are reviewing make a major modification to how this system works.

‘While the stated purpose of the rule is admirable and I strongly support efforts to increase the
donations, I fear this rule may in fact result in a number of unintended consequences.

Tt will take the decision making process away from the physicians, those who are the most skilled
and proficient to able to deal with this, who have got the expestise, and put it into the bands of
some buresucrats. Forcing a one-gize-fits-all is questionable to me.

1 would ask that members join the efforts to save Mekenzie and every transplant patient like her
who may be b d by this proposed rule by becoming a cosponsor of H.R. 3584, a bill delaying
this process for one year to give Congress and the public time to review it, to receive input from

1 respectfully request the enclosed letters and my comments be included in the written record of
your Sub ittee field hearing on April 8, in Milwaukee, Wisconsin.

==

Munhuomegmu
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SuscousaTTES On WATER RrsOURCES
A Bapncomeg it

TRANSPLANT PATIENTS ARE
RUNNING OUT OF TIME

Dear Colleague:

I hope you will give serious consideration to join my efforts to delay the adoption of a rule
proposed by the Department of Health and Human Services (HHS) regarding the system by
which transplunt organs are allowed to patients. In the past several days I have heard from

p as well as P about the possible implications of this proposed

rule. My concern for the well being of those in need oforgm transplants has prompted me to
introduce H.R. 3584, prohibiting HHS from implementing the proposed rule for one year.

Whiie the stated purpose of this rule is admirable and I strongly support efforts to increase organ
donation, I fear this rule may in fact result in a number of unintended consequences which will
have devastating consequences on many people in need of a transplant.

These regulations will take the decision making process out of the hands of the medical
community, who are properly trained to make these life saving decisions, and shift it to
administrators. The current systemn allows those closest to the patients to be most involved in
these decisions. Forcing a one-size-fits-all system on our pl and hospitals will
ultimately hurt patient care.

The y allows patients to receive this life saving care closer to their communities.
The proposed national system may force many of the nation’s smaller transplant centers to close
their doors, forcing patients and families to travel great distances to receive the medical care they
require.

H. R. 3584 will prohibit HHS from implementing the rule for one year, allowing Congress and
the public to hold hearings on these proposed rules to determine their effects on patient care and
the collateral effects of these rules on small ters and hospitals. I appreciate your
consideration of this important legislation and hope you will join in this effort to pmwde the best
possible care to those in need of organ transplants. If you would like to become a cosponsor of

H. R. 3584, or would like any further information, please contact Eric Witte in my office at 5-

mcerely. 7 ;z

Leonard L. Boswell
Member of Congress
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Rep Shays

From: KSBunton[SMTP:KSBurton@aol.com]

Sent: Thursday, Aprl 09, 1998 5:02 PM

To: Rep Shays

Subject: SUPPORT the DHHS Changes to Organ Aliocation Reguiations

Dear Representative Shays -

Recently, the Depariment of Heatth and Human Services published new federal
regulations for transplant organ allocation among the nation’s transplant
centers. | support those changes and urge you and the Human Resources
Subcommiktee to do the same — but not without being FULLY informed of the
FACTS.

The United Network for Organ Sharing (UNOS), a DHHS contractor, has embarked
on a PR campaign to kil the new regulations. | believe that UNOS is
S and misleading both the American public and its political

leaders.

| have a webslte and have ded links to relevant i on this
Important issue. | hope you will visk that website; & Is designed to allow

the visitor to view as much, or as little, information as he chooses. The web
address is:

http.//members.aol.com/shuckskbee/
Though the site has a “tongue-in-cheek" app | believe you will
di that the information p is solid.
Sincerely,
Karen Burton

735 Rundell Street
lowa City, |A 52240

Page 1
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April 1, 1998 MEDICAL
COLLEGE
OF WISCONSIN
Mr Tom Barrett Duparhinent of Medicine
Congressman Nephrology Diwision

US House of Representatives

Subcommittee on Government Reform and Oversight
Rayburn House Office Building

Washington, DC

Dear Mr Barrett,

I write in regard to the recent proposal to change the organ transplant allocation
system. The Secretary for Health and Human Services, Mrs Shalala, has recently pushed
for a change in organ allocation that would ostensibly direct organs for transplant to the
“sickest” patients , regardless of geographic location. As a Doctor and Specialist in Kidney
Disease, I oppose this proposal.

The proposal by Mrs Shalala will significantly damage organ transplantation in
Wisconsin. It will divert locally procured organs to centers in other states.

The proposal by Mrs Shalala may actually decrease organ transplant success
because of the delay in transportation of an organ from one state to another. That is because
the quality of an organ decreases the longer that it is out of the body.

The proposal by Mrs Shalala ignores the success of the present system, which is
guided by the non-partisan United Network for Organ Sharing (UNOS). The United
Network for Organ Sharing has analyzed the present system using computer modelling and
finds it to be well balanced between local and national priorities.

A few large centers may benefit from the new rules. These are centers that are not in
Wisconsin. These are centers that have not worked as hard to increase organ donation as
have the organ transplant centers in Wisconsin. The new rules/proposal will in effect
penalize the centers that have worked to increase organ donation.

It is possible that those few large centers in other states may receive more kidneys
under these new rules. But those kidneys will not work as well, and because of
transportation expense, will cost more.

The new rules/proposals for organ allocation are misguided and should be

eliminated.
sincerely,
]
‘Z"u

Eric P. Cohen, M.D.
Associate Professor of Medicine

Froediert Memorial Lutheran Hospital
9200 West Wisconsin Avenue
Milwaukee. Wisconsin 53226

(414) 258-3070
FAX (414) 259-1937
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April 2, 1998 [X

Mr. Christopher Shays
2157 Rayburn House Office Building
washington, D.C. 20515-6143

Re: Organ Allocation Changes
Dear Mr. Shays:

As a practicing nephrologist in a medical center that does not do
kidney transplants, I would like to voice strong opposition to the
proposed Federal legislation designed at reallocating organ
distribution.

For the past twenty years I have taken it as a personal
responsibility to ensure that every possible organ that becomes
available through our medical center is provided to the University
of Wisconsin-Madison. This effort is in the best interests of my
many patients who are currently awaiting organ transplants.
Lutheran Hospital has created a variety of systems in order to
facilitate organ donation and harvesting in collaboration with the
University of Wisconsin and, as a result, is one of the major organ
donors to the citizens of the state of Wisconsin.

We feel that it’s part of our obligation to the patients in the
greater La Crosse area to be active participants in the Wisconsin
program. Our efforts have been greatly facilitated by the hard
work of the University of Wisconsin-Madison. That hard work and
effort is largely responsible for our success as well as their own
success in becoming one of the largest transplant centers in the
country.

The proposed legislation would result in the following: 1)
Transplant centers who have not invested the effort in an extensive
state-wide organ retrieval system will now be the beneficiaries of
years of hard work by those centers who have invested the time and
effort that it requires. 2) Outcomes will probably diminish
because of the prolonged ischemic time that will result. 3) Those
of us who have a personal investment in the success of the
University of Wisconsin Transplant Program will lose that personal
incentive and motivation since it is no longer our patients who
will benefit.

Gundersen Clinic, Lid.

1836 South Avenue » Lo Crosse. Wisconsin 54601 » (608) 782-7300 « (800} 362-9567

i |
i

&
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Mr. christopher Shays
April 2, 1998
Page 2

A much better Federal proposal would be to publish the wait time of
every transplant center in the country, allowing patients, HMO’s,
insurance companies, etc. to select centers who have worked hard at
keeping the wait times down and incentivize centers to develop the
kind of programs that we have in Wisconsin.

!

Sincere%é yours,

cc: Mark B. Adams, M.D.
Professor of Surgery
Medical College of Wisconsin
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April 1, 1998 e .

Christopher Shays, Chairman
2157 Rayburn House Office BLDG.
Washington, DC 20515-6143

RE: UNOS changes

Dear Mr. Shays:

I am writing in opposition to the proposed UNOS changes. I care
for & number of kidney transplant, heart transplant and pancreas
tranaplsant patients, I think [t unwise to look only at
equalization of waiting time, instead of factors such as outcoms.

Unfortunately, when we allocate organs to the sickest patients
first, we will have fewer succesaful transplants and this will
certainly be a waste of these precious organs. The changes might
Tesull in lowar organ donations since the local organ drives, which
have made such a difference in increasing donation, may not have a
reascnable outcoms., People will realize that organs may be shipped
out of their local area.

This new change i# not based on scientific data and will not

allocate the organs appropriately. There will not bs completely
sgual access and the b ot ful transplants will
decrease.

UNOS has been a very eftective organization in allocating organe.
Should the rules be changed, UNOS will have very little say. This
would be a travesty especially considering how many transplant
professionals, patients and families have been involved In
developing a sound and fare organ allocation system.

I an very much opp d to ths chang as proposed by Donna Shalala
and I think that the changes must be re-thought so that we don’t
waste organs.

-3incer;
y -~

Amir Daniel, W.D.
(dictated not read)

Ap/13
3267 KUTH [6TH STREET « WITE P03 » MKLLAUKEE, Ut 53215 o (414) 47R-8280 » FAX: (414) 6708284

4021 NORTH SEND STREET » MILUAUKEE. LA 53010 v (414) B73-3600 « FAX. (314) B75.0479
7701 LWEST CUNTON AVENUE o MRLUPUMEE, UK 53993 o (414) 760-3000 o FAX: (414) 760-3008
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1000 NORTH OAK AVENUE
MARSHFIELD, W1 544495777

FAX 715-382-5240

713-387-9343

MARSHFIELD CLINIC

April 6, 1998

DEPARTMENT OF
NEPWROLOGY & HYPERTENSION

Christopher Shays

Chairman, Subcommittee on Government
Reform and Oversight

2157 Rayburn House Office Building

Washington, D.C. 20515-6143

RE: Recently announced new rules for organ transplant
allocation

Dear Mr. Shays:

Since completing my kidney disease training in 1978, I have
been a practicing clinical nephrologist caring for people
requiring transplants or who have had tramsplants. I spent
five years at the University of Utah and the last 15 years
have been at the Marshfield Clinic in central Wisconsin. Here
in Wisconsin we are blessed with excellent transplant centers,
and a higher than average rate of organ donation.

These proposed new rules are unfair and will significantly
affect organ transplantation. They will first all increase
both the cost and the rate of transplant graft failure. This
is because transplanting the sickest patients first would
result in fewer successful transplants than are done with the
current system which more fairly takes into account factors
dealing with positive outcomes. Under the new system,
Wisconsin and the surrounding region will become a net
exporter of organs. This will significantly decrease the
local incentive to drive our high rate of organ donation, and
may result in a lower rate of organ donation at some point.

I would strongly suggest you review the set up of the current
transplant system which is guided by the UNOS Organization.
Thie is a highly effective national organization representing
the whole transplant community spectrum. It is supported by
hundrede of volunteer hours. Our current system of organ
allocation is ethically sound and has stood the test of time.
The new rules will basically upend the whole system, and may
be ethically unsound.
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Christopher Shays, Chairman
April 6, 1998
Page 2

The new proposed rules seem to support a few large centers,
insurance companies, and areas that have not developed organ
gifting over time. They politicize a process that is
currently solved largely with an effective organization (UNOS)
that is supported in part by volunteer hours from transplant
professionals, patients, and families. This system represents
a working balance between completely equal access and
maximizing the number of successful transplants in a cost
effective and ethically sound way, I urge you to support the
current system.

Sincerely,

Douglas P. Duffy, M.D.

Department of Nephrology and Hypertension
DPD:mcb

cc Mark B. Adams, M.D.
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National Transplant Action Committee
70 Sewall Ave
Brookline, MA 02146
(617) 566-3430 (617) 232-2418 (FAX)
E.mail cfiske@erols.com
March 4, 1998
Congressman Christopher Shays
US Congress
Washington, DC 20515
Dear Congressman Shays,

Dr. Larry Hunsicker, President of United Network for Organ Sharing (UNOS) the
federal contractor running the national organ transplant system has asked me to write you
about the recent letter (2/26/98) to some members of Congress from HHS Secretary
Donna Shalala. In that correspondence, Secretary Shalala states that the goals of the
1984 National Organ Transplant Act and the report of the Task Force on Organ
Transplantation which was developed in response to the Act have not been fully realized.
She states, “I believe we are falling short of the law’s expectations.... In addition, we
have not yet achieved many of the important benefits of a national organ-sharing network
that were envisioned by NOTA.” In the letter the Secretary explains that the
responsibility of HHS is to ensure that this resource (donated organs) are made available
equitably, subject to sound medical practice. The Department is to provide the
framework for the operation of the OPTN as well as define the expectation inherent in the
law and apply those to the work of the contractor. We strongly concur and support the
Secretary’s role and perspective in this matter. Few can disagree with her final
comments that American public should be assured that the allocation should be equitable
so that, “those who need organ transplants will be treated according to medical need, no
matter where in the country they may be hospitalized, or at what center they may be
listed.”

The Secretary’s comments strongly reflect the position and words used by Dr.
Hunsicker when he testified before the Organ Transplant Task Force in Chicago on May
22, 1985, “ The principle that donated cadaver organs are a national resource implies that,
‘in principle, and to the extent technically and practically achievable, any citizen or
resident of the United States in need of a transplant should be considered as a potential
recipient of each retrieved organ as a basis equal to that of a patient who lives in the area
where the organs or tissues are retrieved. Organ and tissues ought to be distributed on the
basis of objective priority criteria, and not on the basis of accidents of geography.’”
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The Secretary has challenged that the system can do better for all patients. If the
general public understands the system to be fair then there will be a positive reaction to
organ donation. We urge you to support the Secretary’s effort to challenge the organ
transplant system to give first consideration to patients’interests and not those of the
federal contractor or the individual transplant centers. As always thank you for your
strong support of transplant patients’ interests.

cc: Secretary Shalala
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Testimony Submitted By Charles Fiske
April 8, 1998

Government Reform and Oversight Committee
Subcommittee for Human Resources

Thank you Mr. Chairman and members of the Committee for allowing
me the opportunity to present written testimony before your Sub-Committee
on the matter of organ transplantation. In 1982, our then nine-month old
daughter, Jamie, needed a liver transplant. At the time, there were only two
programs in the country performing liver transplants, the University of
Pittsburgh Medical Center and University of Minnesota Hospital. As a
result we traveled from Boston to Minnesota for her care. Initially, our
insurance company did not want to cover the cost of the surgery, but after a
brief public campaign, they reversed their decision. We took Jamie’s plight
to the attention of the American public through a large media campaign. We
also sought the help of Congressman Joe Moakley, and Senators Ted
Kennedy the late Paul Tsongas. At the time there was no national system in
place. As the result of media reports the Bellon family of Alpine, Utah was
aware of Jamie’s plight when they consented to the donation of the organs of
their son, Jess who was tragically killed in a car-train accident. Jamie had
that operation in November of 1982 and today is a healthy 16 year-old and a
sophomore in high school. At the time she was the youngest patient to have
undergone such a transplant.

Because of the overwhelming difficulty we had faced, we were willing to
participate in the April 1983 Congressional hearings that were held before
the Oversight subcommittee of the House’s Science and Technology
Committee chaired by then Congressman Al Gore. We detailed the
experiences hoping that others would not have to endure the hardships of
while waiting for an organ to be found in time. That Fall, I appeared before
the Senate’s Labor and Human Resource Committee chaired by Senator
Orrin Hatch and again detailed the obstacles we faced when Jamie needed a
liver transplant.

In 1990, as a UNOS Board Member I testified at the reauthorization
hearings of the National Transplant Act before the Commerce’s Health Sub-
Committee regarding the need for oversight of the OPTN contract.
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Decisions were being made that did not seem to be in the best interest of
patients. In 1993 I was again before that same Subcommittee addressing
some of the issues I had raised three years previous. In December 1996, 1
spoke before the HHS panel gathering information on the issue of allocation
and organ donations.

1 strongly support the Department’s March 26" directives issued by the
Secretary of Health and Human Services regarding the OPTN. There needs
to be a level playing field so that all patients no matter where they live or
which transplant center they attend, should equal access to available organs.
The accompanying preamble issued with the final rule clearly outlines the
Department’s expectations that equity and the reasonable equalization of
waiting time be considered as the federal contractor, UNOS develops its
allocation policy for the wider sharing of organs. In addition, the uniform
standardized listing criteria required for all transplant centers would prevent
patients from competing against others in similar circumstances no matter
where in the country they lived. This would even eliminate the need for
“double listing”. Perhaps the most encouraging aspect of the Department’s
regulation is the framework to accomplish the goals of equalizing waiting
times. The federal contractor is the group given the authority to now
accomplish this task. Though the contractor has made efforts to do so, now
for the first time they are being held accountable to get the job done. The
regulations give patients and the general public a vehicle through the
Department to constructively address concerns. Finally the long-standing
battle that UNOS has been waging with the federal government can be put to
rest and they can be expected to develop a fair system to benefit all patients.
That work can now take center stage.

For waiting patients the urgency is at hand. They don’t have the luxury
to wait months and years for the contractor to complete its work. To clearly
understand the ongoing involvement of the federal government in organ
transplantation one only has to look at the amount of federal dollars paid to
transplant programs for patient care through Medicare or Medicaid. Also
the contractor receives federal dollars to meet the contract requirement. By
virtue of receiving the contract the contractor is able to charge a fee of more
than $350. per patient to be put on the list.
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The Department’s final rule in this matter allows the entire transplant
community to now address the ongoing shortage of organs. Much attention
needs to be given to examining those “‘best practices” that have been
successful for some organ procurement agencies and medical centers. The
increase in available organs will not fully solve the allocation dilemma but it
will encourage the general public to develop a sense of confidence in the
national transplant system. That general sense of confidence is critical if all
us are to communicate to the public, the life saving need for organs.
National study polls indicate a general favorability towards organ donation.
Through the Department’s directive we can continue the task of meeting the
needs of those countless transplant patients who depend both on a system
that is fair and a public that is caring.
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National Transplant Action Committee
70 Sewall Ave
Brookline, MA 02146

(617) 56§—3430 (617) 232-2418 (FAX)
E.mail cfiske@erols.com

Charle Fiske  Boston MA
History of the Organ Transplant involvement in legislative process.

Nov. 1982 — 1} month old daughter, Jamie, underwent a life saving living
transplant at the University of Minnesota

April 1983 — Testified before Science & Technology Oversight Subcommitteed
chaired by Cong. Gore. Transplant experience.

June 1983 —  Participated in the Surgeon General Workshop, Project Hope, Virginia

Oct. 1983 — Testified before Senate Labor & Human Resource Committee chaired
by Sen. Orrin Hatch. Transplant experience.

Nov. 1983  Co sponsor with MA Rep. J. Herman — Organ Fund check-off bill for
designation on MA State Income Tax forms.

1985 Board of Trustees — New England Organ Bank

1986 — Establish the Family Inn in Boston, housing for families or organ
transplantation.

1988 — Board of Director Member — United Network for Organ Sharing

April 1990 — Testified before Commerce’s Health and Environment Subcommittee
chaired by Cong. Henry Waxman. NOTA reauthorization.

April 1993 — Testified before Commerce’s Health & Environment Subcommittee
chaired by Cong. Waxman. NOTA reauthorization.

June 1994 Board Member — Partnership for Organ Donation

1994 - Co-found National Transplant Action Committee — patient advocacy
group for organ transplant patients

April 1995  General Public Member - United Network for Organ Sharing.

Dec. 1996 — Testified before HHS regarding NPRM on organ transpantation.
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MEDICAL
COLLEGE
OF WISCONSIN
Dr. José Franco Division of Gasiroenterology and Hepatology
April 1, 1998

Mr. Christopher Shays

Chairman of the Subcommittee on Government Reform and Oversight
2157 Rayburn House Office Building

Washington, DC 20515-6143

Dear Mr. Shays:

I am writing to you regarding the recently proposed changes pertaining to the allocation of livers
donated for transplantation. As a transplant physician and Medical Director of our transplant
program I find many of the recommendations disturbing. As you known, the United Network of
Organ Sharing is comprised of numerous members of the transplant community as well as organ
recipients and donor families. 1 feel that this organization is highly effective and represents the
transplant community well. In particular, I feel it has done an excellent job addressing this
controversial area.

The proposed rules as outlined by Secretary Shalala, in my opinion, would favor a small number of
large transplant centers. 1 feel that it is favorable to various HMO’s and insurance companies and
not in the patient’s best interest. There is no scientific data that the proposed changes would result
in better survival or shorter waiting periods. Numerous computer models formulated by UNOS have
shown that the current plan provides equal access to individuals regardless of financial status and
maximizes the number of donated livers.

In addition to the above, I feel that the changes would prove costly on a local level. In Wisconsin
we have a very successful organ procurement organization. Their hard work and dedication has
resulted in a large number of organs being made available to our patients. The recommended changes
would favor areas of the country who simply have large recipient lists and would not encourage the
local organ procurement organization from maximizing organ donation.

The proposed changes would funnel available organs to the sickest patients. Clearly, with this,
survival will not be near what it is at the present. With the sickest patients being transplanted fewer
successful transplants will result and the need for retransplantation, as well as increased costs, will
result in the breakdown of the transplant system.

On an ethical basis, I feel that the current changes are being made without the patients best interest.
I have had numerous patients as well as donor families who have stated that if the current proposals
are adapted their view of the transplant patient procedure as it pertains to organ allocation will be
damaged.

Froedtert Memorial Lutheran Hospital
9200 West Wisconsin Avenue
Milwaukee, Wisconsin 53226

(414) 259-3038
FAX (414) 259 1533
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Page -2- RE: Organ Allocation Changes 4/1/98

In summary, I am encouraging you to maintain the current allocation of donated livers as currently
outlined by UNOS. This system is ethically fair, will benefit the most patients, and the largest
number of transplant centers.

Sincerely,
o
}/0&(0\ ™ O
José Franco, M.D.

Assistant Professor of Medicine

Medical Director of Liver Transplantation
JF/jr
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Clore Fritscha, M.D.
RSSOQATES, SC. Whieon Feou, WD

April 1, 19%8 Poat 1. Lores, MD.

Christopher Shays, Chairman
2157 Rayburn Houss Office BALDG.
Washington, DC 20515-6143

RE: UNOS changes

Dear Mx. Shays:

I am writing in opposition to the proposed UNOS changes. I care
for a nusber of kidney transaplant, hesrt transplant and pancreas
transplant patients. I think it unwiss to 1look only at
equalixation of waiting time, instead of factors such as outcoms.

Unfortunately, when we allocate organs to the sickest patlients
tirst, we will have fewer successful transplants and this wil}
certainly be & waste of these precious organs. The changss might
result in lower organ donations sinca the local organ drives, which
have made such a difference in increasing donation, may not have s
reAsonable outcome. People will realize that organs may be shipped
out of their local area.

This new change is not based on scientific data and will not
allocate the orgsns appropristely. There will not be completely
equal access and the number of successful transplants will
decrease.

UROS has been a vary effective organization in allocating organs,
Should the rules be changed, UNDS will have very little say. This
would be a travesty especislly considering how many transplant
protessionals, patients and families have besn invoived in
developing s sound and fars organ allocation systems.

I am very much opposed to the changes as proposed by Donna Shalala
and I think that the changes sust be re-thought 50 that we don’t
waste organs.

Sincerely,

Claire rzmﬁ:.

{dictated not read)

. CR/13

2967 SOUTH 14TH STREET « SUITE 203 « MULUAUMEE, LN 53015 » (414) 6728208 « FAK (414) 6728884
40R) NORTH SEND STREET » MALUFLMEE. UR 53210 o (414) 8753600 o FAC: (414) BT3-0479
7701 WEST CUNTON AVENIE = MIUUFLIKEE, (L) 53903 o (414) 760-3000  FRX: (414) 760-3008
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MEDICAL

COLLEGE
OF WISCONSIN

Department of Pediatrics

April 7, 1998

The Honorable Christopher Shays
2157 Rayburn House Office Building
Washington, DC 20515-6143

Dear Congressman Shays,

[ want to inform you of my complete opposition to the recent rule changes for organ
transplantation proposed by Donna Shalala. As a physician who cares for the children of
Wisconsin, I know that these changes will be detrimental to my patients. These rule
changes will also result in less successful organ transplantation nationally and therefore
more patients will die waiting for an organ and the list of patients waiting for an organ
will increase!

These changes are especially egregious because they have been the result of lobbying
by large HMOs and insurance companies. I know how these organizations work. A five-
year-old girl under my care needed a kidney transplant. Her father was willing to donate
a kidney but her insurance company wanted the family to travel 500 miles for her to
receive her transplant despite the availability of a transplant program 20 miles from her
home. The fact that this five-year-old and her family would be treated by people who
never met her and didn’t know her medical history very well was unimportant. The
turmoil created for the family was of no consequence. There was no consideration to the
lack of supportive friends and family, the care of the patient’s younger sister or the
financial consequences of lost wages and added personal expense.

Fortunately, the family battled the insurance company and our little patient received
her transplant in Wisconsin. She is now thriving, a different girl thanks to the transplant.
And because her transplant was in Wisconsin she awoke in the ICU to familiar faces and
her transplant was medically successful. There is no doubt in my mind that trust and a

relationship were important ingredients for the good outcome.

MACC Fund Ressarch Center
8701 Watertown Plank Road
Post Office Box 26509
Milwaukee, Wl 53226-0509

(414) 456-4100
FAX (414) 456-6539
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There are scientific reasons why this is a bad change for transplantation in America. 1
wanted to share with you why this is a bad rule change for the individual patient. This
change will allow organs to follow patients as insurance companies send patients to the
hospital where they get the best deal. These changes, like rapid hospital discharge for
newbomns, may have some short-term cost effectiveness advantages for insurance
companies, but the long-term results will be bad for everyone. Please do not allow one of
the most successful and fair programs in modem medicine to be corrupted by the short-

term interests of a few.

Sincerely,

Larry Greenbaum, MD, PhD
Assistant Professor of Pediatrics
Division of Pediatric Nephrology

cc: Tom Barrett
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April 2, 1998

Christopher Shays, Chairman
2157 Rayburn House Office Bldg.
Washington, DC 20515-6143

Re: UNOS changes

Dear Mr. Shays:

I want to let you know how wrong it would be for organs to be sent
elsewhere when they are needed so badly in our area. I am a donor

recipient and the kidney I received was from someone in my own
community.

There isn’t alot to say only that it would be a shame {f people
stopped donating organs because of this change. Donna Shalala
obviously doesn’t know what it feels like to need an organ or have
a family member need one. Unfortunately, people like her need to
be in a situation like this {n order to feel what {t is like,

Please don’t do this to the many people who need organs.

Kindest Regards,

Bagel A K nittr

Ang L. Guenette
(414) 744-3283
3850 E. Squire Ave.
Cudahy, WI 53110
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MILWAUKEE NEPHROLOGISTS, S.C.

JEFFREY D. WALLACH, M.D.

MATTHEW H. HANNA. MDD

. WILLIAM €. ELLIOTT. M.D
April 1. 1998 DANA A CAMPBELL, MD
LISA M. RICH MD.

STEPHEN G. SIEVERS. MD.

MICHAEL 1. LEVINE. M.D

Mr. Christopher Shays

Chairman, Subcommittee on
Government Reform and Oversight
2157 Rayburn House Office Building
Washington, D.C. 20515-6143

Dear Mr. Shays:

As a nephrologist caring for over 100 patients who have advanced or end-stage renal disease
seeking kidney transplantation. | must strongly object to the recently proposed changes in organ
allocation.

! feel that these changes would unfairty deny my patients timely transplantation. In addition. the
Wisconsin transplant programs at the Medical College of Wisconsin and at the University of
Wisconsin would he unfairly denied the use of procured organs that had heen donated. in large
part. because of the hard work and effort made by the programs and the Wisconsin community
and physicians such as myseif through increasing public awareness.

i feel that some of the iarger transplant programs that would benefit from the proposed changes.
have done so through the useofmmvspemthmughlobbvmzratha'thmdedtanngmrcs
toward public education and prc ion of organ d

More importantly. I do not feel that the proposed ch will i the already highly
successful outcome of transplants and. in fact, omldmultmadeclmcmq\nhtvmtcomeduelo
time delays in organ usage.

I hope that vou will give further consideration to the needs of those patients that have been well
served by the transplant programs such as the Medical College of Wisconsin and the University
of Wisconsin.

s
MHH :smc

Main Office Noah Officc. Brookfield Officc Eagt Office

St. Luke’s Health Scieace Buikding St Joseph's Professional Building Elmbrook Medical Office Building Seton Tower

2901 W. Kinaickianic River Pkwy. #4405 3070 N. 51t Strect #606 19475 W. North Avenue #302 2315 N. Lake Drive #819
Milwaukee, Wisconsin $3215 Milwaukee, Wisconsin 53210 Brookfield, Wisconsia 53043 Milwaukee, Wiscoasia 53211

414-383-T744  Fax: 383-8089 414-873-7575  Fax: $73-717 414-785-8004 414-276-1777
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MEDICAL
COLLEGE
OF WISCONSIN
Department of Medicine
Apl‘ll 3. 1998 Nephrology Division

Christopher Shays, Chairman of the Subcommittee on
Government Reform and Oversight

2157 Rayburmn House Office Building

Washington, DC 20515-6143

RE:  New rules for organ allocation
Dear Mr. Shays:

1, as a transplant physician at the Medical College of Wisconsin, strongly oppose the new
rules for organ allocation. These new rules for organ allocation has come into effect with
extensive lobbying, and is also the result of a tremendous amount of pressure from HMOs
and insurance companies, who are trying equalize the national waiting period for organ
transplantation. I personally oppose these new rules, and I would like to illustrate my
opposition with the following points.

1. The concept that dying patients should receive an organ is not appropriate. Paticnts
with liver disease who are severely ill and in the hospital, don’t do well after
transplantation. In view of this situation, a fair number of patients who are stable should
be given consideration, where the long-term benefits can be obtained. About 85% of the
patients who are on maintenance dialysis are not candidates for transplantation due to age
and diseases such as infection, cardiac disease and malignancy. Only about 15% of
patients, who are awaiting transplantation are candidates for transplantation. If we allow
the organs to be given to all patients who are on dialysis, the long-term outcome would be
extremely poor, and will prevent transplantation from being an available form of treatment
for end stage renal disease.

2. We have reached a stumbling block in terms of the number of transplantations that are
possible within the USA. Over the last 10 years, there has been a marginal increase in the
number of organ donations, and there is a disproportionate increase in the number of
patients awaiting transplantation, which has reached an all-time high of about 59,000 at the
beginning of 1998. Until we have xenotransplantation, we have to continue to optimize
our organs by providing them to suitable candidates. Hence, the government should not
interfere in the policy on who should receive the organs, the policy should go according to
the current rules, which appear to be very effective.

3. The focus of improving organ transplantation should be on how to retrieve more
organs. With this newer concept, the incentive will be given to the transplant center for
pushing more patients onto the transplant waiting list, rather than focusing on the increase
of organs. This will also lead to the fact that centers who are doing an excellent job in
retneving more organs, will not be rewarded in any way by giving these organs to local
recipients, which will reduce the number of organs retrieved over the next few years.

4. Currently, about 10 organs are being transported per day from one city to another. This
number would go up to 80-100 transplant organs that will be traveling from one city to
another to find a suitable recipient. During that transit time, there will be time loss, and

Fioediert Memorial Lutheran Hospital
9200 We ;) Wisconsin Avenue
Milwaukee, Wisconsin 53226

(414) 259-3070
FAX (414} 259-1937
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there is always a possibility of these organs not being used at a given center. This will
prompily reduce the effectiveness of transplantations,

5. It has been very well documented that organs that are retrieved locally do better with
local recipients, rather then being transported to another center. This is because prolonging
the time of transportation from the retrieval time, will increase the cold ischemia time,
which will proportionally decrease the long-term survival. By this newer method which is
being introduced by Donna Shalala, we are going to be less efficient, and it will be more
time consuming and more expensive to maintain organ transplantation.

In view of these circumstances, I strongly oppose the newer rule. The existing rule will
continue to be useful, and the focus should be on how to increase the number of organ
donors over the next few years.

Yours sincerely,

Ao

éundaram Hariharan, M.D.
Director of Transplant Services
Associate Professor of Medicine

SHAsb
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Tz Tre UNIVERSITY OF IowA HOSPITALS AND CLINICS
mﬁ.ﬂf_ 2K Hawkina Drive, owa City, lowa 53242

Uareastyof knn Haspdn ad Chin
200 Years of Caring

April 6 1998

The Honorabte Christopher Shays
United Slates House of Reprasentatives
Washington, DC 20616

Dear Representative Shays:

| appreciate the opportunity to submit on behalf of the University of lowa
Hospitals and Clinics the foliowing comments concerning the recently released HHS
Regulations conceming the Organ Procurement and Transplantation Network (OPTN),
for inclusion into the record of the Hearing by your Committee that will be held on
Waednesday, 8 April, 1998 in Milwaukee. In fact, we have major concerns about the
wisdom of these new regulations.

First, it must be said that there is no dear need for the Secretary to issue these
regulations now, 14 years after the passage of the National Organ Transplant Act
(NOTA) and 11 years after the awarding to the United Network of Organ Sharing
(UNOS) of the first contracts for operation of the OPTN and the Transplant Scientific
Registry. It is our impression that UNOS has done an excellent job overall in leading
the transplant community — including the doctors and other professionals, the hospitals,
the patients, and the public - to a great deal of agreement on sound public policy
concerning organ transplantation, including such policies as organ allocation. We
believe that the input of the government through its issuance and control of the OPTN
and Registry contracts has been appropriate and assures the appropriate role of
governmental oversight, as was intended by Congress when it passed NOTA.
Specifically, we very much doubt the wisdom of assigning to the govemment unilateral
authority over issues with major medical content, which are more appropriately deait
with by medical professionals working with the community stakeholders. This will
assure the ability to respond more quickly to changes in the science and other
circumstances, with less likelihood of errors in judgment with potentially grave
consequences for the patients.

Second, we believe that the specific announced policies concsming the
allocation of cadaveric livers are unwise, perhaps an example of the potential for
dangerous error when medical policy is made away from the medical community. in our
opinion, the best scientific evidence indicates that the government policy will lead to an

R. Edward Howell, Direcior and Chief Exccutive Officer
Hospital Administration 319-356-3155, Fax 319-356-3862
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increased requirement for retransplantation of liver recipients both because of the
greater degree of liness of the recipients and because of the increases in cold ischemia
time for the transplantabie liver if it is to be shipped far from its place of retrieval. This
will have the adverse effect of reducing the total number of patients who can be offered
a potentially life-saving transplant, and will in the long run laad to more, not fewer,
deaths. Further, the expenses of patient care both prior 10 and during transplantation
will be increased by a policy which wouid, in effect, mean that patients cannot receive a
transpiant until their health has deteriorated very seriously. We cannot save any more
patients by transplanting only the sickest, but we can both lower the chances of success
and increase the costs.

Third, it is not clear that equity will be best served by the effort to equalize waiting
times across the country. it should be noted that wailing times for the most seriously ill
patients, those in Status 1 and Status 2 are already very similar. Only the patients in
the least urgent category, Status 3, have meaningful differences, and much of the
difference in waiting timee is the consequence of better organ retrieval in those areas
with the shorter waiting time. [n lowa the average consent rate among families of
potential organ donors is well above 60%, in comparison with rates below 50% in the
nation as a whole. Perhaps those communities who are more generous in giving are
entitied to some edge in receiving. Webellevemamnsmportannomainmnm
viabliity of the smaller liver transplant centers away from the major metropolitan areas.
This is necessary if patients are to be able to receive care close to their homes and
families. The avallabiiity of the regional centers Is particularty important for the poor,
wto often cannot afford travel 1o a large urban center, or who may not qualify under
Medicaid for care outside of their own state.

Fourth, it must be noted that much of the imbalance of waiting time at the larger
urban centers (again, only in the least urgent catagory of patients) is due to the impact
of insurance company policies that divert patients from care close to home to the lamer
centers whose lists of waiting patients aiready outstrips the availability of local donors.
in the particular case of transplantation, the argument that this assures "excellence” is
particularly transparent, since the outcomes of transpiantation at all US centers are a
matter of public record because of the reports provided by UNOS as the contractor for
the Scientific Registry. Rather than change the distribution of donor organs, serious
thought must be given to the circumstances that have distorted the distribution of
pationts.

Finally, f must be understood that the policies of HHS, if not changed, would
pose a serious threat to the very existence of many smaller local transplant centers,
including ours here in lowa. A team cannot maintain ils skills, and a hospital cannot
bear the costs of an-effective liver transplant program without a reasonable volume of
patients. As noted above, the loss of thess local centers would disadvantage
particularly the poor and disenfranchised. Surely there are better solutions to the
problems of distribution than those proposed by HHS.

in sum, then, our hoopvhl responsible for pmiding care to all the people of lowa
including the medically indigent, atrongly op posed rules. We urge
Congress to pass @ moratorium on these HHS Rowlatlonc untl the Issues conceming

R. Edward Howell, Director mldictl!ucnliveomcq
ital Administration 319-336-3155, Fax 319-356-3862
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the nature of government oversight have been clarifled, and until attemative solutions to
the organ allocation issue have been considered by the OPTN, working with, but not
under the rule of, the govemment.

We thank you for the apportunity to submit these comments.

Ry

R. Edward Howell
Director and Chief Executive Officer

REHMWI

T Bdward Howsil, Dircotar ad Chief Execative Officer
Hospinl Adminisraton 319-336-3155, Fax 319-356-3862
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The Honorable Christopher Shays ‘l:;*- ‘-““"I; :]"- m
1502 Loagworth House Office Building oo M
U.S. House of Representatives ?:,:,_:‘:L‘:T‘,,
Washington, DC 20515-0704
L] Bemsd Mambens:
N.I:'thv—. MS
Deninr Y. Alwerangs. MLD.
A Asderga
We are deeply disappointed and profoundly concerned by the regulations :n-u-h-m.n.
issued last week by the Department of Health & Human Services that we fear ey ). Barard, ..
would cause irreparable harm (o an organ transplant program that has resulted ¢ PR
in more than 200,000 successful transplants in the last 15 years. Scrim H, Calen, MA.
Margesct B. Caolican. RN.. MS., CDE
We share the Administration’s desire to increase the number of organs Meria Roc Cors. M.D.
available for plants and recognize the necd to have more effective SR
outreach and educational efforts. We are convinced, however, that the impact 1 Harckd Heldern, M.
of the regulations would be to lengthen the amount of time sick people must Fraas M. Hoffmas. RN, MSN. CCTC
wait for liver transplants and reduce the oumber of people who get them. The — Ae=)lwmis
proposed federalization of the current system would take away control of the :!L:“ﬂ:‘m
from d and pati in almost 300 transplant centers Jobn M. Newrmamm, P MPH,
and hand lt over to Federal regulators.  This defies the clear inteation of the Lowrace L Schkcae, P, CCP
National Organ Transplant Act that the medical community, and not the E‘:‘:_‘*::
Federal government, be responsible for administering this vital program. Pl € e AN, CPTC
Lomed Willigmg, RN MS N CCTC
It is indeed unfortunate that the effect of the regulations would be to undermine Mol Zupus MAA
the very goals that the Administration is seeking to promote. Rather than R
reducing the waiting time and access to organs, the regulations would make it G Mabill Ve, M.D., 198435
more difficult for the majority of patients to receive a transplant. For example, Ovcr Savaiems, 1. NLD., 1905-86
the regulations will reallocate donated livers away from the vast majority of the oba € McDuesd, MD.. 198683
country’s transplant centers and shift them to the largest centers. This would :::"O_T _:,n;:;"
force many smaller transplant centers to shut their doors, depriving 10cal s watwp. w051
communities of life-saving technology and skilled doctors. Even worse, Yabert Meades, MLD., 19192

closing down centers is likely to canse a decrease in donations as the efforts of =~ "R Bekeen UDRD. tr )
Dogla J. Normem. M.D., 199394
Margas D, Alles, MD. 199495
Braax A. Lucas, M. 199596

Dear Congressman Shays:

Gese A, Fierce
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transplant doctors and nurses to increase local donations cease. History shows that
organ donation is a local phenomenon -- organ donations rise in communities that have
transplant centers, and fall when centers close.

Federalizing the currant program will result in fewer patients receiving transplants, thus
saving fewer lives than the current system as the future waiting lists expand. By forcing
doctors to transplant livers into the very sickest patients, who are statistically the
patients most likely to require a second or third transplant, others on the waiting list will
be denied access to even one, and survival rates, which have been increasing in recent
years, will start to drop.

Furthermors, it is important to remember, that for the very sickest patients--those who
are in intensive care units—-the current waiting period among all transplant centers is
very short, less than 6 days in all regions of the country. This was publicly
acknowledged by HHS officials at the same time that they issued the regulations. in this
critical respect, the regulations seek to address a problem that does not exist, while
causing tremendous new burdens for other patients. The regulations will have a
particularly harsh impact on individuals who will have to travel great distances and be
separated from their loved ones at a time when they are needed most or who have
limited financial resources. The additional travei cost could make it impossible for the
twenty percent of transplant patients who are on Medicaid to receive a transplant.

A further problem generated by these regulations is that patients suffering from chronic
ilness will now have to become critically ill before being transplanted. This will
significantly decrease their chances of surviving the surgery and result in additionat
deaths that would not have occurred under the existing system. UNOS has acted in
recent months to give these patients fairer access to transplantation, but the regulations
again relegate them to long waits and the ravages of their progressive diseases.

In order to achieve an equitable organ transplant allocation, a balance must be struck
among the following four principles: a) enhance the overall availability of organs; b)
allocate organs based upon equal considerations of the medical benefits to ali transplant
patients and equity in the distribution of benefits and burdens among them; c) provide
transplant candidates reasonable opportunities to be considered for organ offers within
comparable time periods, taking into consideration similarities and dissimilarities in
medical circumstances as well as technical and logistical factors in organ distribution;
and d) respect the autonomy of individuals. The current system recognizes and
embraces these four principles, but the regulations ignore their importance and
interretationship in fashioning sound medical practice by stressing a single performance
goal.

We are also concerned by the failure of the Department to provide an appropriate period
for public comment and reaction to the regulatisns. Changes in policy as radical as
those set forth in the regulations and as vital to the well being of millions of Americans
who may need an organ transplant should not be implemented without thorough
Congressional oversight and an opportunity for public scrutiny. Sixty days is insufficient
time for this type of review. At a minimum, these regulations shouid be heid in
abeyance until the Congress, the medical community, and patients have an opportunity
to fully understand them and engage in a meaningful dialogue with the Department.
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UNOS volunteer doctors, recipients and donor family members have now contributed
more than one million hours of effort to making the transplant system as fair and
efficient as is humanly possible. Doing this well is an enormously complex task.

We are committed to strengthening our nation’s ability to meet the needs of all organ
transplant candidates and recipients, their respective families, and those selfless
individuals and their families who make the special gift of life. We are concerned that
the HHS regulations do not meet this test. We remain willing and eager to work with the
Congress and the Administration to improve our current system and to hasten the day
when the benefits of organ transplantation will be available to all who need them.

-

L G sitker, M.D.
PresidentY UNOS
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UNIVERSITY OF MASSACHUSETTS
U y of Massach Medical Center
Department of Surgery, Room 53-810

55 Luke Averuse North

Worcester, MA 01635-0333 (508) 856-3088 FAX: (08) 836-4466
E-mail: ellezer katzO@banyan.ugumed.edu

The Honorable Christopher Shays

Chairman of Human Resources Subcommittee
Congress of the United States

House of Representatives

2157 Rayburn House Office Building
Washington, DC 20515-0143

Dear Congreseman Shays:

Enclosed please find my written testimony to the Human Resources
Subcommittee Hearing on “Oversight of the National Organ Procurement and
Transplantation Network” to be held Wednesday, April 8, 1998.

In my testimony, I am expresaing my views against the new DHHS proposed
regulations.

Thank you for the opportunity to present my testimony to you and the
subcomumittee in this important matter.

R=97%
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UNIVERSITY OF MASSACHUSETTS
Urdwersity of Masswchuisetis Madica! Canter

Testimony to the Human Resowoces Subeammittee Hoaring on “Oversight of the
National Orgsn Procurement and Trunspisntation Network”.

Elexer Kate, MLD,

Professional Beckground:

I amn the Director of Liver Transplantation Program at University of
Massachusetts Medical Center (UMMC), Worcester, Massachusetts. ] am a liver
transplant surgeon since July of 1990. I was on the Faculty st Mount Sinai Medical
Ceater, New York, NY as & fiver transplant surgeon, and between Qctober of 1994 to
October of 1997 1 was the director of the liver transplantstion program st Oklshoma
Transplant Institute, Oklshoma City, OK. In Okishoma we have performad about 50 liver
transplant & year. I was an officer of the Oklahoma Organ Sharing Network, officer of the
Oldehoma Transplantation Sovicty and member of most of the important liver national
and infernational transplantation medical societies (ASTS, ILTS, AASLD, ESOT, etc,). 1
have participuted in almost all the meetings of UNOS’s liver transplantetion committee
over the last four years, and just before leaving Oklahoma I was nominated by UNOS
region IV ag the region represcatative to the UNOS liver txansplantation committee.

1 xm on thw Faculty at UMMC since October of 1997. The liver transplsutation program
in UMMC is a new one, bedng active for the last 6 months.

InthepaﬂlﬁmeNOS(UnthctwoxkofOrmShsﬂnx)hnpmvidadm
@ transplantation comumunity the organizational structure snd mechanigm for creating 4
fair, mtional system for organ allocation. All UNOS commiitees are composed of experts
in all aspects of organ transplmtation inchading petients, physicians, public figures,
cthicists etc. Most of these experts are profcssionals that engage on daily baxis in tresting
transplant patients. In other words UNOS = Transplant Community. Therefore the
process of decision making in UNOS’s commitiecs is an integral part of the practice of
transplantation. The decisions that are made are the expression of the common ground
and ovenall consensus of the transplant community, Of course not every one agrees with
all decisions, However this is the basic nature of an academic, public and democratic
process.
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Over the past 3 years UNOS engaged in a deep discussion of liver allocation
policies. This included endless hours of debating in all the relevant IINOS’s committees
and the use of a sophisticated computer simulation model to analyze various allocation
systems. The end result was the introduction of changes in the liver allocation policy, the
last one of which became effective on January 17, 1998. As far as the transplant
community is concerned we now have the best allocation system that we can get. Not
perfect, but one that puts in balance the multiple complex factors that are the basis for an
allocation palicy, Most importantly, the current allocation system is achieving a balance
between “Equity” and “Utility” to assure wise and efficient use of a very scare resource,

Unfortunately, & politically well connected minority of the transplant community
Led by the University of Pittsburgh Medical Center (UPMC) did not accept the
consensus, This minority has tried over the last two years to enforce its view by using the
department of HHS. The recent regulations released by the Department of HHS are the
direct result of this effort. American medicine and science bave advanced through &
deliberutive peer review process. DHSS intervention puts political clout ahead of
dispassionate cvaluation and reviow. UNOS is in the peer review tradition that ensures
the best long-term outcome for our Country.

UPMC, the Jeader of the minority in the transplant community, is a major pioneer
transplant center that experienced a significant reduction of its activity over the past few
years. This reduction was the result of the establishment of mapy new programs around
the country. The advanced medical technology that originated from UPMC spread around
the country by a number of excellent transplant contera that provide to their communities
aceess to liver transplantation. UPMC's effort to enforce their minority opinion on UNOS
is a desperate trial to keep the monopoly and the business at UPMC and few other major
transplant centers.

gt 5 *

o .

In the cutrent system the sickest patient gets priority. Status 1 gives high priority
to patients with acute liver or graft failre. Status 2A gives priority to the sickest patients
with chronic liver fajlure. UNOS data demonstrates that there is no difference in time
waiting for patients in status | and 2A across the country. The current definition of status
1 and 2A iis the result of extensive disoussion iunside the transplant community in an effort
to find the fine balance between “Equity” and “Utlity”. This balance is a must in the
presence of scvere shortage of orgems. That why we are not transplanting a very sick
patient with malignant diseass of the liver and that why we have created a very extensive
selection process for the alcoholic patient. On the other hand that was also the reason why
patients with acute liver or graft failure were put as the highest priority, they are the
sickest but have a very favorable outcome if they are done on time.

If as a result of UPMC cffort the pew regulations will be implemented, most of
the small-medium sizo liver transplant centers will experience a major setback in their
ability to serve their local patients. Mors specifically the following will be negatively
cffected:

1. Aecess to liver transplamtation: The direct sasy acoess to liver transplantation
anywhere in the country is a basic right of all patients. It is somewhat ironic to see that
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UPMC which advocates “first priority to tho sickest paticnt”, declares in jts web site that
no patient would be listed for liver transplantation uniess all the financial issucs are
resolved. And if they cannot be resalved a deposit in the amount of $ 300,000 is required
from the patient. In other words it is a first priority to the sickest pgyjug patient. So what
will happened to the sickest patient who cannot pay? Most of the local transplant centers
provide indigent care as & part of their camunitment to the community. However, access
to transplentation is not ouly & financial issue. The short existence of the liver
transplantation program &t UMASS Medical Center demonstrated very clearly that there
are many patients who arc not referrcd for liver transplantation as a result of lack of
knowledge and awareness in the local rural communities, A liver transplant center in
¢lase proximity initiates awarcness increases education and has a direct effect on referral
petterns. In other words soms patients were not referred to far transplant center but they
are being refexred to & near by cloge by center. Moreover, patients who were referred to
distant canters were lost to follow up over the long period of waiting and were admitted
to UMMC at a very late stage of their discase. In some cases too late. The same was true
in my long experience in Oklahoma.

2. Orgen procursment rates: One of the main arguments to justify a change in the
allocation system is the difference in waiting time between different regions in the
country. However, one must look at the differences in organ procurement rates botween
regions as a major factor that loads to a difference in waiting time. In these regards, there
is enough data to demonstrate that local factors have major impact on the rate of organ
procurement. A local transplant center and a highly motivated local OPO have s
significant positive impact on the rate of organ procurements. The local effect is reflected
by the significant difference in the procuremnent rates between OPO’s. The rate range
between 12-15 donors per million per year in some OPO’s, to 30-40 donors per million
per year in others. The close relationship between the local OPO and the local transplant
conter are crucial to increase the procurement rates. Since the liver program
was opened in UMMC we have engaged in extensive effort with the NEOB to improve
overall performance and procurement rates. This fruitful cooperation canvot be done
when the OPO and the transplant center are hundreds or thousands miles apart.

3. Trust among transplant certers: One of the most important conclusions of the
ongoing discussion in UNOS is that trust must be built amang transplant centers as a
basis to any change in the allocation system. Unificd listing cxiteria, definition of the
medically urgent patient, developing of new techniques (split liver) etc., all of these
cannot be successfully implemented without constructive cooperation between trangplant
centers. This cooperation must be based on trust and good faith, UNOS recently
introduced the regional review boards (RRB)mmeﬂ'oﬁtoMpeumcwsymto
promote trust and cooperation. It is xay view that the recent proposed regulation will have
a significant destructive effect on the level of trust among transplant centers. Many of my
colleges around the country are abaring this view. There is a great mistrust expressed
toward UPMC and other rajor transplant centers that are covering their business
motivation with ethical and medical arguments.

In summary, the present allocation system, which was created by UNOS is the
best available system at present. A minarity in the transplant community should not lead
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the department of HSS to enforced destructive chenges in the current UNOS ellocation
system. All the effort needs to be directed at increasing the sumber of donors.

M.D.
Associate Professar of Surgery
Director, Liver Transplantation
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MEDICAL
COLLEGE
OF WISCONSIN
. Depariment of Medicine
April 6, 1998 Heptesiogy Secsion
Congresaman Christopher Shays
Chainman, Subcommittee on Government Raform & Oversight
2157 Rayburn House Office Building
Washingtor, DC  20515-6143
Dear Congresstoan Shays:

As a nephrologist practicing in the state of Wisconsin, I am writing to urge you to oppose the
new rules for argan allocation proposed by the Secretary of Health and Human Services.

These rules would penalize areas of the country that have been effective at increasing the rates of
organ retrieval, it will decreasc the success of transplanted organs, it will effectively cripple the
United Network for Organ Sharing, and, there is little objective evidence that will lead to an im-
proved allocation of organs. The current system, while not perfect, is the result of the good-faith
effort of thousands of individuals, many of them on a vohmtary basis. Their efforts have resulted
in a systexm that has provided outstanding orgari donation services for this state in particular. It
should preserve and improved rather than destroyed.

I hope that you will consider our concerns seriously and work strenuously to prevent the pro-
posed rules from going into effect. :

Sincexely,
fack G. Klcinman, M.D.
Professor of Medicine

JGK/Sjs

Departimant of Vetarana Aflairs
000 Wt Nadonal Avenus (11 11Q
Wissonein 532081000
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Rep Shays

From: 4[SMTP: 4@aol.com]
Sent: Wednesday, April 08, 1998 2:28 PM

To: Rep Shays

Subject: Organ Transplants

t am a recent (6/88) kidney/p ip at the University of
Wisconsin Hospital. There is no finer transplant program in place in the
United States than that operating out of UW. It is staggering to behold the
amount of time and loving care that they put into their transplant program
both in the harvesting of organs and in the caring given to donor's famiies.

It would be a shame for other centers to reap the benefits of this program
without having to lift a finger. Unfortunately, those most needing a
transplant are not always able to withstand the rigors of this operation

tself not to ion the pp ive therapy.

My husband and i visited many transplant centers and chose the University of

W in, not based on qui of organ p , but on its sound and
d d track rds. My i y (John H ) held #t out
1o be a "Center of Excell ", and k most y tumed out fo be one

for us.

Unfortunately, the Northeast suffers from several stumbling blocks—a tainted
share of organs (AIDS), a large black population which historically does not
donate organs, and very little education to the masses. Until we can overcome
some of these obstacles, | feel that we have no right in demanding other
area’s organs.

1take my hat off to Dr. Hans Sollinger and his extraordinary group of

transplant surgeons and nursing staff. Without their excellent and
compassionate program, | would not be alive today. | urge you to represent my
position and to pass this on to the House Commitiee on Government Reform and
Oversight which is holding a field hearing today in Mitwaukee, WI.

Please acknowledge receipt of this E-mail and please keep me mnformed of all
future developments in this matter.

Thank you,

Sharon M. Kloss
New Jersey
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Nephrology Associates of Waukesha, S.C.

Adel B. Korkor, M.D. Elaine M. Worcester, M.D. Mobammad Tinawi, M.D.
March 31, 1998

Christopher Shays

Chairman

Sub Committee of Government Reform and Oversight

2157 Rayburn House Office Building

Washington, D.C. 20515-6143
Dear Mr. Chairman:

This letter is in regard to the new rules for organ allocation proposed by Dr. Donna
Shalala. I am a practicing nephrologist in the Waukesha area, a growing Wisconsin
community. The majority of my patients are currently being transplanted at the Medical
College of Wisconsin where intense effort to encourage organ donation has developed. I
am very proud of what we have accomplished here and fear that these new rules will
jeopardize the timeliness and the quality of the current services my patients are receiving.
This is because it will likely increase the waiting period as a large number of the kidneys
harvested in Wisconsin will be shipped out of state. This in turn might discourage organ
donation as well. The efforts of UNOS over the years has been highly effective as an
organization representing the transplant community and would strongly encourage
establishing a dialogue with this agency to address the concerns that Dr. Shalale and her
committee has.

Thank you.

Sincerely,

g'AdeTB. Kor,lZof, M.D.

ABK/dim

Nephrology, Hypertension and Metabolic Bone Diseases

1111 Delafield St., Suite 212 ® Waukesha, W1 53188
TEL (414) 524-1024 e FAX (414) 524-8767
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MIDWeST
NEPMROLOGY T
Fmie Doniel, M.D
ASSOGATES Coe rece 40
. SC. s ks MO
Todo Muche, MD.
Gregory V. Wamren, MO
April 1, 1998 Poul 1. Woren. MD.

Christopher Shays, Chairman
2157 Rayburn House Office BLDG.
Washington, DC 20515-6143

RE: UNOS changes

Dear Mr. Shays:

I am writing in opposition to the proposed UNOS changes. I care
for a number of kidney transplant, heart transplant and pancreas
transplant patients. I think it unwise to look only at
equalization of waiting time, instead of factores such as outcome.

Unfortunately, when we allocate organs to the sickest patients
first, we will have fewer successful transplants and this will
certainly be a waste of these precious organs The changes might
result in lower organ donations since the local organ drives, which
have made such a difference in increasing donation, may not have a
reasonable outcome. People will realize that organs may be shipped
out of their local area.

This new change is not based on scientific data and will not
allocate the organs appropriately. There will not be completely
equal access and the of ful transplants will
decrease.

UNOS has been a very effective organization in allocating organs.
Should the rules be changed, UNOS will have very little say. This
would be a travesty especially considering how many transplant
professionals, patients and families have been involved |(n
developing a sound and fare orgen allocation system.

I am very much opp d to the chang as proposed by Donna Shalala
and I think that the changes must be re-thought so that we don’‘t
waste organs.

Sincerely,

AL frern T 5 ol
William Kraklow, M.D.
(dictated not read)

WK/13
3967 SOUTH 16TH STREET » SUITE 203 o MALUAUMEE. LI S5R15 o (414) 6728082 © FAX: (414) 6728284

4021 NOATH SND STREET » MILUAUHEE, LR 53218 o (414) 873.3500 « FAX. (414) 8736479
7701 WEST CUNTON PVENUE o MALAUKEE. U 53823 « (414) 760-3090 « FRX: (414) 760-3068
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\iy

Clinic
200 Pt St SW
Minnesots S5905
507-284-2511
DATR: April 3, 1998
TO: Congressman Christopher Shays
RB: wmmhmdmmmm (H.BB)
of the Nationgl Organ Procurement and

management
(OPTN) undex the National Organ Transplant Act of 1984 (NOTA)

INTRODUCTION

After my discuaxions with Dr. Azshony D' Alessandra, who will wetify doxing the sbove-
referenced hearing and cven though I have not been officially invited to testify in this
bearing, I would like to subenit my written testimony 10 you.

BACKGROUND

T am the Chairman of the Division of Transplant Surgeey in the Mayo Clinic, and Surgical
Director, of the Liver Transplant Progzam sinoe its inception on 1985. Afier being treined in
this field by Dr. Thamas B, Starzd (in Denver) in 1977, and prior to my recruitment to the
Mayo Clinic, [ was director of the liver transplant program in the Netheslands sinoo 1979 1
have witnessad the orestion of the United Netwotk for Organ Sharing (UNOS) in 1987 and
WMEMUWWMMIWWMIMQM

In this fimotion, I was clossly involved in the development and implemantution of the basis
of the cutrent allocation systemn, which was mmended last year following vexious hearings by
UNOS tnd HHS.

ISSUES

My testimony will address the following issues: (1) orgen allocation and in particulsr donor
liver allocation; (2) socioecanomic impact of Liver allocation; (3) the rols of UNOS.

1) ORGAN ALLOCATION
The principle problem of any argan allocation system is tha significent discrepaney betwosn

the umber of potential transplant recipients and the oumber of zvailable donor organs.
Currently, +10,000 paticnts are on the waiting list for liver transplantation, while only about

R=gax
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4,500 danor livers will became svailable in 1998. No matter which system of orgen
allocation is in place, a number of petients will die due to lack of a donor organ.

A system of argan allocation determines for whom a lifesaving donor liver will be available.
Will the donor liver be given to the “sickest patient” with a diminished chance of surviving
the procedure or to those with a somewhat lesser advenced stage of liver discase, who arc
known to have & aignificantly better short-term and long-term outcome. In UNOS this ethical
dilemma is known as the balance between “justice and utility.” Although there is no
scientific method to measure justice and wtility, it is obvious that no system based on either
justice or utility alone can be satisfactory. A system based on justice can provide donor
livers to many patients in intensive care units dying of end-stage liver dissase, which may be
judged as a laudable goal. However, it has less laudable consequences: (1) as the outcome
of liver transplantation in thass terminally ill patients is clearly infecior than in patients in a
better clinical condition, precious donor livers will be lost dus to additional patient loss after
transplantation, This is oven more of a concern as in the context of the limited availability of
donor livers patients wiil be only allocated a lifesaving organ when their clinical condition
has deterigrated to the point that they qualify for the category “the sickest.” This implies
long pretransplant marbidity, a complicated perioperative and ivamediate postopearative
period with prolonged ICU and hospital stay and a diminished chance for an optimal
outcoms. In addition to the question if the scarce resource was utilized wisely, one can easily
assume 3 significant incremental cost.

The altemative system, which is solely based on utility and results in the optimal use of the
scaroe donar liver based on patient and graft survivel and cost, is utterly unfais. It denies the
fact that despite a desperate clinical condition, some patients can be saved because of
younger age, better quality of the danor orgen and experionce of the transplant cemter.

Based on the recommendations of the Ethics Committee of UNOS, the balance between
justice and utility has been the leading cthical principle in the development and subsequent
adjustments of the organ allocation system in UNOS.

The principle of justice and utility does not pertain only to national statistios related to
availability of donor organs, but should also count in smaller geographic units. The waiting
time for a donar liver differs significantly per UNOS region, which causes perccptions of
injustice and concern for patieats, transplant centers, and UNOS, HHS, and ultimstely, the
Seoretary of Health Mrs. D, Shalala.

It is beyond doubr that real differences exist between various regions in UNOS. However,
the differences arc less flagrant than the numbers presented to Mrs. Shalala. Due to the lack
of organ donors, many centers implemented a policy to list patients with liver disease early
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(too early?) in ordar to compete favorably for a donor liver when the need is thers. In order
to level this “playing field”, UNOS implementad last year the “minimal listing critcria.” Its
effect {3 not meanuwrable yet as these minimal listing criteria are indeed “minimal”, which will
not markedly effect the patient mix, and as patients alveady on the waiting list are
grandfithered in. Moreover, this measure would only be effective when all centers would
follow thoss criteria truthfully, Therefore, without an effective monitoring system, the
efficacy of this measure can be seriously questioned.

The policy of listing patients early confbunds the waiting time statistics and makes
interpretation with regard to justios difficult. Indeed, when one analyzes the waiting time for
the “sickest” patients on Status 1 (acute liver discase), the differences appear to be less
marked. As the indications to list a petient on this statns 1 (high urgency) are well defined
and easily 1o monitor, one can assums that the statistics are reliable. To finther equalize the
waiting time for status 1 patients one may conzider organ sharing at the level of UNOS
regions or even larger geographic arcas.

Ideally a similar approach should bs mads for paticats on Status 2A, which is the highest
urgency Jevel for the “sickest” patients with chronic Liver disease. However, the criteria to
qualify for this urgency level are not well defined and open to broad intexpretation as well as
purpasefil misstatements. As a consequence of the vague definitions, a large number of
patients are listed on Status 2A and the appropriateness of this is impossible to monitor by
'UNOS unless more resonrces become available and penaltiss can be imposad. Becauvse of
the different level of compliance with rules for status 2A, the “playing field” has become
very meven. Thersfore, without striot criteria, that are easy to monitor by UNOS and
posaibly supported by sanctions for those centers, that repeatedly violata these criteria,
sharing of donor livers in a wider geographic area will be difficult to implement,

The jmplsmentation of an allocation system that provides inceutives for dianbedience should
be avoided at all cost, as it will invoke wide spread distrust, which will undermine all
positive achievements of UNOS, which are build cn consensus.

2) SOCIOECONOMIC IMPACT OF LIVER TRANSPLANTATION

a) Alﬁnughummnrgue&ﬂmmuly&cnﬂonhstoommﬂvumﬂmm
the accessibility for patients to this complioated Hifeaaving procedure has dramatically
iraproved ginoe the inception of UNOS in 1987. In those years, patients and families
were forced to travel fir in order to find a facility that offered this procedure. Nowadays,
ahnost every state in the nation has at least ons and often more liver transplant centers,
offering petients medical help closer to home. Was Liver transplantation a lifesaving
option for wealthy in the early years, currently practically everybody has access to liver
transplantation.
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b) A!M;hthaFedmlRemmrmkypmviduuu&meformmth:cmtm

c)

4

allocation gystem, it is clear that Mys. Shalala has chosen for a system mainly based on
“fustice” ignoring all arguments for utility. Unfortunately, the honorable quest to
equalize weiting time across the nation, which should be achieved by sharing donor
organs nationwide, may result in serious negative side effects. Most seriously, based on
1tz allocation test modal, UNOS predicts, that + 800 less patients will receive a lver
transplant dne to increased incidence of retransplantation and a significantly decroased
patient survival mate. Moreover, a2 donor livers are shared over large distances, the
quality of the donor liver diminishas due to prolanged preservation time resulting in a
bigher incidence of graft failure. This will have a dramatic nagative effict in utilizing
danor organs from the extended donor pool (donors with increased risk factors and of
higher age), which could have been used, if the preservation time was kept to 8 minimum.
Although the University of Wiscansin solution (UW solution) has made extended
preservation time possible, the liver fanction diminishes significant with preservation
longer than 12 hours. Even the transplant center in Madison itself, which developed and
promotad the UW solution, has abandoned prolonged preservation for this reason. In
general, donor livers within a state normally results in preservation times
between 8-10 hours, Mareover, in order to prevent extremely long preservation times,
small private jets are necossary for transport of donor organs over long distances. This
will increase the cost significantly.

As large transplant centers always have sick patients eligible for organ sharing, donor
organs will leave the donor area by passing local smaller programs. It is predicted that
national sharing of donor organs will lead to a significant reduction of these small
programs in favar of the larger ones resulting in more difficult access for liver
trensplantation. Therefore, without a level “playing ficld™ for organ allocation, these
negative side effiects are difficult to accept.

A dark side of organ transplantation, that is not often addressed, is that fact that having a
donor organ allocatad to a patieat on » center’s waiting list implies revenue for that
medical center. Therefore, the financial wellbeing of a liver transplant program depends
on the number of donor livers allocated to this center, Mare donor livers mean mare
perscunel and resources; less donor livers may result in lay-off of persomnel. This is
readily illustrated by the growth and recent decrease of the munber of liver transplants
per year in Pittsburgh. Financial stress, in addition to swess caused by very sick patients
in one’s care, might lead to exploring less ethical means to increase the flow of donor
organs toward one's program. The nation may benafit from a centralized reimbursement
gystern, which may remove financial incentives while utilizing a scacce national resource.
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3) THEROLE OF UNOS

Sinoo its inception in 1987, UNOS has achieved a remarkable feat: it has developed
functional organ allocation systems based on comsensus with input of many individuals and
groups within the transplant commmnity and in the nation as a whole. It has achieved this
result without any other method than consensus and moral accountabiity. UNOS lacks the
tools to punish flagrent violators of the system. When changing circumstances required
revisions, UNOS has frequently adfusted its policies following a process of consensus
building. One should only congider the impsot of the increase in numbers of potential
recipients and transplant centers since 1987, as well as the increased overaight by the society
on policy making in UNOS.

In addition, UNOS has acceptad a major role in enhancing donor awareness to increase ongan
donation in the nation.

Moreover, UNOS has developed a functional database allowing snalyais of outcomes and
trends in argan transplantation. This databank peovides valusble information in analyzing
the effoct of changes in allocation policies.

UNOS should be recommended for the iroportant role in sapport of argan transplantation in
our nation,

CONCLUSIONS

In prineiple, Mrs, Shelals should be complimanted for her empathy with the many patients in
need for organ transplantation. The Injustice of differences in waiting times between
geographic areas in the nation is a concem for us all. However, as these diffarences were
even more significant in the past, it is an indication that with the proliferation of transplant
centers across the nation, local acoess has greatly improved. Many patients now benefit from
the availability of organs from local donors in local transplant centers. Large tertiary
programs with manty out-of-stats patients have outgrown their local donor organ supply and
now actually feel the pressure of the lack of domor availability more acutely than ever before
because the many gmaller programs are providing transplant services for their locel patients.

No onc disputes that flagrant differences in waiting times exist paxtially due to the artificial
nature of the UNOS regions and that theae differences should be comreotad, in partioular for
the “sickest” patients, However, it is also important 10 develop a monitoring capability

within the systen wheze violations are tracked snd penalties imposed upon repeat offenders.
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Unfortunataly, the time frame in which Mrs. Shalala wishes to resolve this percetved
injustioe in weiting times is unfairly short This may lead to implementation of an allocation
system that may actually decrease the number of lives sgved per year, may increase costs and
may lead to diminished local access, as amaller programs may need to discontinne their
sexvices. Moreover, bocumse of the potential nagative side effects such organ allocation
system will not be supported by a consensus within the Transplant Community,

Perhaps, given a more realistic time frame with input and feedbaek from the entire
Transplant Community, the initiative of Mrs, Shalala, to diminish injustices in waiting time,
might result in an improved allocation system supported by the Transplant Community which
could save even more lives than at present.

1 thank you for the ity to submit my testimony.

Signad:

Ruud A. F. Krom, MDD, PLD.

Chair, Division of Transplantation Surgery
Surgica! Director, Liver Transplantation
Mayo Clinic and Mayo Foundation
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FRANK T. LAMM, P.E.
2780 ALMESBURY AVENUE
BROOKFIELD, WISCONSIN #5808 53045
(414) 784-6559

April 10, 1998

Hon. Christopher Shays, Chairman
Subcommittee on Human Resources

Committee on Goverrment Reform and Oversight
Room B-372 Rayburn Building

Washington, D.C. 20515

RE: Oversight of the National Organ Procurement and Transplantation Network
Dear Chairman Shays:

As you indicated at the April 8, 1998 public hearing on this subject held in
Milwaukee, you will hold the record open for five days to receive additional
written comments on the regulations regarding national, rather than regional,
allocation of organs, which I understand is to be codified as 42 CFR Part 121.

I firmly believe the national allocation portion of these regulations to be
conterproductive, ummecessary, based on faulty information, and of benefit only
to a very few large transplant facilities who have put their own interest above
that of the entire organ transplant system.

Rather than implementing these ill-conceived regulations, the Federal government
should focus on encouraging more organ donations and making the regional OPOs
more effective.

As you were made aware at the public hearing on April 8, the vast majority of
persons who understand the existing, regional system are completely in favor of
it as compared with the national approach. Most of those attendees were providers
or transplant recipients! They are the best informed and aware segment of the
population and their opinions should receive more consideration than has been the
case to date.

I have enclosed a copy of the comments I have submitted to HCFA. Please consider
them in your deliberations.

Mister Chairman, I know you are sympathetic to this issue and its impact on those
who either receive or fail to receive a life-saving organ. It must be irritating
and exasperating to sit through hours of drivel such as the testimomy and responses
to your questions from the first panel, or to have to listen to the half truths
and outright falsehoods presented in the aftermoon by a representative of a large
eastern undversity hospital. To me, the bottom line is simple. The existing system
is fair, results in more organs being effectively used, costs less, and will save
more lives than the well-meaning but impractical national altermative.

Please do your utmost to delay or cancel the national allocation process.
Siper
Frank (Z. Lamm

encl: as
cc:  Hon. Tom Berrett
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FRANK T. LAMM, PE
2780 ALMESBURY AVENUE
BROOKFIELD, WISCONSIN $30us 5 X5
(414) 784-8559

April 10, 1998

Jon L. Nelson, Associate Director

Office of Special Programs

Health Resources and Services Administration
Parklawn Building

12420 Parklawn Drive

Rockville, MD 20857

RE: Public Comment on Proposed Regulations Regarding National Organ
Distribution

Dear Mr. Nelson:

HCFA has recently published final regulations dealing, in part, with a& change to
the distribution of organs to a national, rather than a regional, system. I, as
well as most providers ard transplant recipients, believe the national approach
to be a well-meant but entirely misguided decision based on faulty analysis of
outdated information and misinformation provided by a few national transplant
facilities that have put their own personal interests above those of the organ
transplant system and all individuals in need of a transplant.

Actually, until there are adequate numbers of organs to meet all needs, there can
be no one system that is absolutely fair to all. No matter how statistics are
manipulated, a system that allows organs to be placed into recipients healthy
enough to retain them, and in the shortest period of time practical, will result
in fewer organs being wasted or rejected, and more survivors. The national system
proposed will result in more deaths than the current system and in more people
becoming desperately ill. This will result in higher costs, more frustration, and
a reduction in committed volunteers. ~I also believe that smaller regional
transplant facilities will stand a greater chance of becoming weaker.

Iwas bornwith an hereditary condition known as Polycystic Kidney Disease which,
over a long period of time, robs one's kidneys of their ability to function. Under
the national distribution system, that person would have been required to wait
until he became deathly ill before being considered for a transplant. Tens of
thousands of dollars would have been spent on dialisis and other treatment. In
the end, he may not have survived the transplant, because even in his healthier
condition, he experienced multiple rejection episodes. Because he was a large
person, his body was able to function with a creatinin level almost 50 percent
higher than many smaller persons. The many variables encountered in real life
make it virtually impossible to develop a single ranking system that can be fair
to all. T have three natural children who stand a 50 percent chance of having
this disease, and believe the proposed changes will place them in more danger
of an extended period of torture followed by eventual kidney rejection.

There is an old and honored saying that, "If it ain't broken; don't fix it!" That
maxim is entirely applicable in this case. There is one, single transplant problem
crying to be resolved. That problem is, of course, thatthere are not enough organs
to meet the ever-growing demand. Until that problem is solved, the proposed regu-
lations will be unfair to anyone who does not receive a healthy organ in a timely
manner. After that problem is solved, there will be no need for such changes.
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National Organ Distributicn
April 10, 1998

Page 2

I believe that since there presently are not emough organs to meet the demand,

a few large transplant facilities are supporting these changes, which they
selfishly believe will result in more organs going to them and fewer remaining in
regional locations In the end, that will be the only “benefit” from these new
regulations. No more people will be saved! As indicated above, there is every
reason to believe that fewer recipients will survive. Mickey Mantle will become
the poster boy for your regulations.

Many organs, such as hearts, lungs, kidneys, livers and pancreases, are extremely
perishable. They have a short “shelf life." Preservation cannot be extended by
flash-freezing or other methods. They begin to lose the ability to function, or
viability, immediately upon removal from the donor, if not sooner. Any step that
adds delay, either through decision making, extended transport times, or the like
is counter-productive. In my case, there was a delay in harvesting the organs
that resulted in reduced viability even though the donor was only one hundred miles
away! In addition to the viability issue, total costs of organ harvesting will
rise as more organs are sent further away.

Ideally, organs should go to those persons who have the closest antigen match, are
healthy enough to retain the organ, and are relatively close the both the donor and
the transplant facility. If any of those conditions are not met, each of the few
precious organs will stand a greater chance of rejection or waste. I would like to
cite a simple example. I was one of two persons to receive a kidney from a single
deceased donor. I was relatively healthy and a good antigen match, and was able to
be released from the hospital within a few days after the transplant. The other
recipient had been ill for a long time and was in desperate condition. His body
rejected the kidney and I was told he died shortly after. Lack of a kidney in
time resulted in his death. Providing it at the last stages resulted in the waste
of an organ that could have saved someone else.

The national system would provide organs to "the most urgent need.” As is true
for most things in life, such a determination camnot be made by a computer or by
a group of bureaucrats sitting in Washington., Such decisions must be made and

continually updated “close to the action.” Decisions of when to be placed on a
waiting list and when to receive a transplant are presently based on opinions

from doctors who know the patient and have applied their own criteria to his or
her condition. Such individual evaluation is bound to be lost in a nation-wide
system. Any such system must have its own built-in prejudices and inequalities.

A simple "Status 1, 2 or 3" system is a seriously flawed decision-making process
and will be no improvement to the existing system. The arrogance of proposing
such a simple-minded system is breathtaking. Forcing a person to wait until he is
more ill than anyone else on his list is both absurd and wasteful.

During my stay in the hospital, and through all my preceeding and followup hospital
visits, I have been seen by the same group of physicians and surgeons, all within
reasonable distance to my home and work. Anything that may reduce the effective-
ness of regional transplant facilities is a danger to me and many like me. The new
regulations pose exactly that danger.
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Will more persons be encouraged to sign donor forms by creation of a bureaucratic
organ assigrmment system more likely to see their organs rejected or otherwise
wasted? I think not.

Is the present system crying for a Federal Organ Distribution monopoly, which
will be as effective and efficient as its counterparts throughout goverrment? I
think not.Will the systemadequately and in a timely manner inform the recipient
of potential future health problems associated with a particular organ? For
instance, I was informed that a kidney offered to me was from a donor who had
Hepititis A, and was given an opportunity to accept or refuse the organ while it
still had viability for use. I was healthy enough to be able to refuse it, as
had at least one person before me. If I was on death's door, such would not have
been the case.

What is the answer? Obviously, there is a desperate need. However, that need is
for more organs, not for an impersonal, error-prone, delaying expensive and
arbitrary allocation system.

1 suggest looking into incentives and other ways to encourage donors not convinced
by altruistic motives. Such incentives could, at the Federal level, include tax
incentives to a person's estate, or perhaps a prereqisite for receipt of Federal
support such as welfare benefits. Federal legislation prohibiting lawsuits against
doctors or hospitals that harvest organs from persons who have signed valid organ
donation cards seems to be a minimum action that could materially increase the
availability of organs.

In the meantime, my family and I urge rejection of the proposed national distri-
bution policy. We plead that the existing system be allowed to remain end that it
be fully supported by the government. Dissention in organ donation efforts is
hurtful to the needs of all recipients.

Sincerely,

(.

Frank T Lamm
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April 6, 1998

Chairman Christopher Shays

Committee on Government Reform and Oversight
Subcommittee on Human Resources

House Office Building

Washington, D.C. 20515

Dear Chairman Shays:

The regulations proposed by Secretary Shalala of the HHS, in effect, would sentence my
daughter to death.

I am the father of Makenzie Lee, a beautiful five-year-old, with a brutal circumstance. She hasa
form of liver cancer known a hepatoblastoma. It was diagnosed at the University of lowa one
year ago this past March. In that year she has had three different types of chemotherapy and
three surgeries on her liver. A lot to take for most adults and at the time, she was only four!

In February of this year, when it was determined that the last surgery had failed to stop the cancer
and that it was growing even while receiving chemo, we were told that our daughter would die.
Our primary oncologist suggested that we simply let nature take its course. As parents, this was
not an option! It was related to us that different approaches to our daughter’s case might be
found at another institution.

The knowledge that there might be another view led us to MD Anderson in the Texas Medical
Center at Houston. After our oncologsst, Dr. C. Herzog, reviewed our case and consulted with a
liver surgeon it was decided that Makenzie’s only chance was a liver transplant. That is when we
met Dr. Patrick Wood. He told us that our daughter was an excellent candidate for a liver
transplant and that the success rate for transplants involving hepatoblastoma was 90%!

Imagine what it felt like when we were then told, that the same day in Washington regulations
were proposed that would change the current system and deny my daughter her chance at a new
liver she desperately needs.

The regulations would put the emphasis on the sickest patients and break down the current
regional system. What this would do is channel organs away from the smaller operations, such
as the ones in Iowa and Texas, and send them to the largest hospitals in major urban areas.

This effects my daughter directly, for a couple of reasons. First, she is undergoing chemotherapy
on an out patient basis, this classifies her as level three. Currently there are no special
concessions for those suffering cancer. If Makenzie's liver were to fail she would be ranked
higher, depending on her condition.

Her liver is going to fail her, but in another way. The cancer that is in her liver becomes resistant
to chemo very quickly. We have already expended four very good and largely successful
regimes, successful except for her. At some point, the cancer would spread from her liver and
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take over her lungs and abdomen. Through this terrible process, her liver would continue to
function. For obvious reasons, transplants at that point are ruled out, and rightfully so.

That fact brings me to the second reason my family strongly disagrees with these regulations. If
Makenzie were placed on a "national list," with the "sickest" patients at the top, she would have
no chance at a transplant. Her window of opportunity is very narrow as it is, without the
proposed guidelines for change being implemented.

As | stated earlier, transplants involving hepatoblastoma have a 90% success rate. If Makenzie
and other children like her are fortunate enough to receive just one of the kindly donated and
precious few organs available, I am sure that you will see the gift of life lived to its fullest
potential.

My family is asking, “no”, begging that you consider the impact of these well meaning but short-
sighted regulations. Makenzie is five years old. She has a super chance to live to the age of
Eighty-five, if she can receive the liver she desperately needs. Please consider the viability of the
candidate, especially with respect to the young and strong, those with the best chance for a long
and high quality life.

Thank you for your attention concerning this highly controversial subject.

Bryan, Connie, Makenzie & Joey Lee

Bryan Lee
1904 N. Court
Ottumwa, IA 52501
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Midelfort Clinic
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MAYO HEALTH SYSTEM
LUTHER CAMPUS * 1400 Bellinger Street » Eau Claire, WI 54703 + 715/ 838-5222

April 3, 1998

CHRISTOPHER SHAYS

CHAIRMAN OF SUBCOMMITTEE ON
GOVERNMENT REFORM AND OVERSIGHT
2157 RAYBURN HOUSE OFFICE BLDG
WASHINGTON DC 20515-6143

Dear Representative Shays:

I am a nephrologist practicing in Ean Claire, Wisconsin with Midelfort Clinic. I am writing to
you 1o speak against Secretary Shalala’s new rules for organ allocation. I believe her strategies
are scicntifically unsound and morally wrong for the following reasons:

1) This new system is designed only to equalize waiting time. It is not designed 10 get
kidoeys most quickly to the patients most suited 10 receive them. Obviously, there is a large
shortage of donor kidneys. The current system attempts to get those kidneys to deserving
recipients as quickly as possible, without prolonged travel time, which can damage the eventual
funcrion of the kidncy. There is uo shortage of recipients locally.

This new method would likely lead to fewer successful transplants and increase the cost
of transplantarion by the inordinate movement of kidneys around the country.

2) In Wisconsin, we have enjoyed relatively good transplantation rates compared with
the rest of the country because of strong efforts by Wisconsin healthcare providers and patients
to create a good system. If all “Jocal” kidneys are subject to removal elsewhere in the country,
local efforts will faiter, because of poor availability of those kidneys.

BARRON CAMERON CMPTEK CHIITEWA FALLS EAUCLATRE 05S50 MONDOVY PRAIRIE fA
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MAYO HEALTH SYSTEM
LUTHER CAMPUS + 1400 Bellinger Street » Eau Qlaire, WI 54703 » 715/ 838-5222

3) The currem system seems to be the best possible method, based on mumerous smdies
done in the past. For the above reasons, changing it seems il-advised.

4) Finally, the UNOS transplant organization has worked extremely well to this point.
Changing rulcs of distribution of organs now would emasculate the UNOS organization.

I very strongly recommend, therefore, that the current system not be changed for the above
reasons. If you have any questions or comments, I would appreciate hearing from you.

Sincerely yours,

William J. Maierhofer, MD, FACP

cc Representative Tom Barrent

BARRON CAMERCN CHETEK CHIFFEWAFALLS EAUCLATRE 0sse0 'MONDOVE PRAINIE FARM
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Washington, BE 20515-3013

CHIEF DEPUTY WHIP

April 15, 1998

The Honorable Christopher Shays
Chairman

Subcommittee on Human Resources
House Government Reform Committee
B-372 Rayburn H.O.B.

Washington, D.C. 20515

Dear Mr. Chairman:

As you know, there has been an enormous amount of concern
expressed over HHS's proposed rules governing organ transplants.
I know that your Subcommittee held a hearing on this issue
earlier this month in Wisconsin.

I have been contacted by doctora, hospitals and New Jersey's
transplant organization, The Sharing Network, about these new
rules and what it will mean to patients in my state. For this
reason, I am hoping that you will schedule a hearing in
Washington on this matter in the very near future. And, if such
a hearing is scheduled, I would like to be apprised of how
someone might testify.

These new regulations stand to have an enormous impact on
New Jersey's program, and I am certain that other states will be
similarly affected. I would urge the Subcommittee to have a
hearing on these regulations at your earliest convenience.
look forward to hearing from you on this issue.

/s"ine y/

Robert ?endez
Member of]| Congress

RM:kgk
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April 6, 1998
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Doar Congressman Shays:

Thank you for the opportunity to submit written comments om the final rales the operation of the Orgaa
Proowromest and 'l‘mql-Inl‘Nmk(OH‘N) wwmhm tho University of Nebraska
w&ﬂ'ﬂnlﬂﬂmmwﬂmMSmMmzwwm
organ transplants each year.

We spplmd Secrctary Slala and her staff for their research and diligence to improve the effbotivencss and equity of
the Nation®s trassplaniation system. 1t is important ©0 consider the final rules ss 3 iotal gystem © benafit paticats wiich
mhwdhﬂmﬂﬁmwmdmu Wuhnuldlookubw-n?.
Mmhm“thMﬁF&ﬂmﬂo‘ho pwm
better information sbout transplansation will mﬂmw’hbbuﬂdpﬂmmdm

A to donation with the publication of proposed rules in the Faderal
%Dﬂn&l% 1997, mwm"wﬂmmmmu&m, 1998

Our groat country is built around the Bill of Rights and the sbility of individnaly to exercise freedom of choico. These
smmo principles should apply 10 the ability of patients, in oolisboration with referriag physicisns, and payors to select
Mu*mﬁbmummh-mmﬂhmmbhmdhnmmdh
locations with similer medical appropristoness. I have porsomally witaessed patieats inour substantial additicoal
mbdwmkwuhmhnm cemtarg to increase chances of yecaiving
8 life saving organ transplant Not all patients bave fhe knowledgs, resources, or timo $o take this stop,
Equally distarbing is » sitnation in which a patient was sdvised by an ongan procurement arganization fo consider 8
transplant conter furthor awaty from bome that might result in o shorter waiting time. We cannot allow these situations
o continue.

The Secretary’s porformance goals for organ sllocation arc ressanable and do not nterfere with the practice of
madicing, Models that have already beea to committees of the United Network for Organ Sharing (UNOS)
may be able to meet the criteria. | is time to sapport the new rules and acoept the leaderxhip provided

BE

Secretary. Twwmmuwmumwﬂm-mm“mwwg
American public.
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April 1, 1998 Pt 4. Waren, MD,

Christopher Shays, Chairman
2157 Rayburn House Oftice BLDG.
Washington, DC 20515-6143

RE: UNOS changes

Dear Mr. Shays:

I am writing in opposition to the proposed UNOS changes. 1 care
for a number of kidney transplant, heart transplant and pancreas
transpiant patients. I think it unwise to look only at
equalization of waiting time, instead of factors such as outcome.

Unfortunately, when we allocate organs to the sickest patients
first, we will have fewer successful transplants and this wilil
certainly be a waste of these precious organs. The changes might
result in lower organ donations since the local organ drives, which
have made such a difference In increasing donation, may not have a
reasonable cutcome. Feople will realize that organe may be shipped
out of their local area.

This new change is not based on sclentific data and will not
allocate the organs appropriately. There will not bas complately
equal access and the b of sful tranaplants wiill
gecrease.

UNOS has been a very effective organization in allocating organs.
Shouid the rules be changed, UNOS will have very little say. This
would be & travesty especially considering how many transplant
professionals, patients and families have been Involved in
developing a sound and fare organ allocation system.

I am very much opposed to the chang as prop d by Donna Shalala
and I think that the changes must be re-thought so that we don’t
waste organs.

Sincerely,

¢ A lidi flac

Todd Muche;, M.D.
{dictated not read}

TM/13
3267 SOUTH 16TH STAEET » SUIE 903 » MILUALHEE, LI 53215 » (414) 670-828¢ » FAL: (A1) 4728984

4091 NORTH SIND STRKET » MIULIFUHEE, UK $3216 » (414) 873-3000 » FAIX: (414) 8730470
TI01 WEST CLNTON FVENUE ® MILLIAUKEE, LUt S3293 » (414) 760-3000 » FRX: (414) 750-3008
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MEDICAL

COLLEGE
OF WISCONSIN

Depariment of Pediatrics
April 7,1998

The Honorable Christopher Shays
2157 Rayburn House Office Building
Washington D.C. 20515-6143

Dear Congressman Shays,

I am writing to you with grave concerns over the proposed new rules for
transplant organ allocation. There are several reasons to question whether this proposal is
truly compassionate or medically sound.

First, it is proposed that the organ sharing scheme be changed such that organs
procured locally be offered to those waiting across the country who are the sickest and
waiting the longest. This plan has the potential to be devastating to all transplant patients
in general. The quality of the organs, and hence the final outcome of the transplant and
patient, will suffer with longer preservation times, which are known to increase the
incidence of organ dysfunction. In addition, the motivation of organ procurement teams
to perform quality work will be squelched by the sending of organs to a patient
population in which they are not professionally invested. Finally, sending organs
routinely outside the donor network will adversely effect the community’s commitment
to organ procurement. The work to improve organ donation rates will become more
difficult than ever before.

Second, the proposed scheme is beneficial only to a few large centers and
insurance companies whose interest is to transplant large numbers of patients at the cost
of other patients served by other smaller, local networks. The rules currently set by
UNOS, though not perfect, provide incentive for local networks to procure organs
because they have a chance to stay locally, thus reducing waiting times for area patients.
As a solution to organ shortage and to serve sick patients who have waited long times,
organ procurement, and therefore organ donor awareness and education, should be
promoted in each community to serve it3s own needs first Communities, which include
professionals and non-professional volunteers, should be rewarded, not penalized, for
their successful efforts in organ recovery. /

1 applaud any efforts to improve the lives of those who have a need for organ
transplantation. I implore that these decisions be based on sound medical evidence and

Milwaukeos, Wi 53226-0509
(414) 456-4100
FAX (414) 456-6539
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that the outcomes, both scientific and economic, be fully explored. The UNOS
organization has been effective in doing so for decades. Moreover, its representation of
professionals, patients and volunteers has been admirable and necessary in making the
process of organ transplantation as equitable and beneficial to all involved. While
working to improve a system, let’s not jeopardize what is already working,

I thank you for your time and effort in considering these opinions. Your diligence
is vital to this important subject and is appreciated.

Sincerely yours,

W_/‘f/ ‘»PM, %)

Cynthia G. Pan, M.D.

Associate Professor of Pediatrics

Medical Director of the End-Stage Renal Disease Program
Children’s Hospital of Wisconsin
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DEPARTMENT OF
MEDICINE
NEPHROLOGY DIVISION

Virginia J. Savin, M.L., Chief

Joseph A. Beres, M.D
Samuel S. Blumenthal, M.D.
Barbara A. Bresnahan, M.D.
Ex:P.Coha MD
Sundaram Harikaran, M.D.
Jeck G. Kleinman, M.D.
Elias A. Liancs, M.D.. Ph.D.
Effen T. McCarthy, M.D.
Walter F. Prering, M.D

Cynihia Prom. R.N

9200 W. Wiscontin Avenue
Milwaukee, W1 53226
(414) 259-3070

Fax (414) 259-1937

April 1, 1998

Mr. Christopher Shays

Chairman of the Subcommittee on Government Reform and Oversnght
2157 Rayburn House Office Building

Washington, DC 20515-6143

Honorable Chiristopher Shays:

As a Nephrologists caring for patients with end stage renal disease in
Wisconsin, I am most concerned about the new Federal law recommended by
Donna Shalala that sets up new rules for organ donor allocation. We have an
excellent kidney transplant program in Wisconsin, which has been
functioning for over 30 years with centers in Milwaukee and Madison. On
the basis of our expertise in kidney transplantation, other programs haven't
been developed, including liver, pancreas and heart. Qur organ procurement
programs are excellent and many Wisconsinites have benefited.

1 think that attempts at equalizing waiting time for organs by sending them to
centers throughout the United States, is an unsound rule. This rule has been
set up by admunistrators without regard for the medical aspect of organ
transplantation The ethical basis of the rule is unsound and only looking for
equalization in waiting time while trying to funnel transplant organs to the
sickest patients may result in unsuccessful transplants. This would, of
course, increase the cost of the program and increase the rate of graft failure.

This proposed rule would, of course, lower the numbers of organs available
for transplantation, because it would remove the local incentive to obtain
organs. The National Kidney Foundation of Wisconsin has worked hard on
their donor programs. We have been successful in obtaining many organs for
Wisconsinites and nave sent many organs elsewhere. However, if people of
Wisconsin realize that the transplants were not going to people of their owr
state and locality, they would be much less interested in obtaining kidney
grafts and the total program would diminish. It would also remove the
incentive from other programs who, thus far, have had poor organ
procurement programs. The efforts for organ procurement would benefit
programs, which have made little effort to stimulate their own organ
procurement. This is a very socialistic viewpoint and does not prompt
progress

I believe the proposed rule is politically driven, so that HMO's, insurance
companies, and large tr lant programs could survive in the field of
continued competition. This desire is not driven by scientific information, but
purely for their sole financial benefit without interest in the patient’s welfare.

This new rule would essentially eliminate the current United National Organ
Sharing Program, which has been working effectively in the United States. It
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would void thousands of volunteer hours donated by transplant professionals, patients and families
over the many years and would lead to many less transplants thronghout the United States. Now
is the time that politics and government should get out of attempts to dictate medical care and let
patients be taken care of by the health care workers who know how to do it best. I believe this rule
should be defeated and not reborn any other disguise.

Thank you very much for consideration regarding this matter.
Sincerely,
_9 ~ ~ -
Mﬁy N 4 22
Walter F. Piering, M.D., F.A.C.P.
Professor of Medicine
Medical Director Dialysis Program
Medical College of Wisconsin Affiliated Hospitals
WFP/1z

cc: Tom Barrett
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9601 TOWNLINE ROAD
P.O.BOX 1%
MINOCOUA, Wi 34548-1 790
FAX 715-338- 1150

713-338-1000

% MARSHFIELD CLINIC

LAKELAND CENTER

April 1, 1998

Christopher Shays

Chairman of the Subcommittec on
Government Reform and Oversight
2157 Raybum House Office Building
‘Washington DC 20515-6143

Re: Recently Announced New Rules for Organ Allocations
Dear Sir:

I am not in favor of the new rules for organ allocation as announced by Donna Shalala. I
am a nephrologist involved on a day to day basis with chronic renal failure patients, their
families, and potential donors. I realize that these initial rules would deal with livers
only, but it is clear the expectation is that all other organs will eventually be affected.

The proposed rules would remove the local incentive for organ donation. Almost every
time that I am dealing with a grieving family and discussing the possibility of having the
deceased donate organs, the question of where is this organ going to go comes up.

People are, as a rule, reluctant to offer donations if they feel the chance is significant that
the organs will go a long distance away and benefit somebody completely out of their
community. These proposed rules will penalize areas of the country, such as Wisconsin,
which have been effective in developing organ recovery efforts.

The proposed rules are politically driven by a few large centers, HMOs, and insurance
companies, and are not based on scientific data. Conversely, the UNOS organ allocation
system has been publicly studied and discussed for years. Although it is not perfect, it
has a very good balance between completely equal access and maximizing the number of
successful transplants.

These new rules will definitely result in fewer successful transplants than the present
system. It will do this because it will be more difficult to obtain consent to donate. And,
by always funneling transplants to the sickest patients first, there will be increased cost
and rate of graft failure.
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The proposed rules would gut ONOS and void the hundreds of thousands of volunteer
hours donated by transplant professionals, patients, and families. It appears that UNOS
would be replaced by a governmental bureaucracy that would reward those areas of the
country with large recipient lists and lower donor rates, and penalize areas of the country
that have managed to develop a better sense of community and volunteerism.

4’/‘/" e r el

Mark A. Rassier, M.D.
Department of Nephrology

db

c: Tom Barrett, Member
Subcommittee on Government
Reform and Oversight

‘Mark B. Adams, MD
Professor of Surgery
Medical College of Wisconsin
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April 9, 1998
Christopher Shays
Chairman of the Subcommittee on Government Reform
2157 Rayburn House Office Building
Washington , DC
20515-6143

Dear Mr. Christopher Shays,

The recent announcement regarding new rules for organ allocation resulting in equal waiting
paiivnally has us in Wisconsin concemned. I would like io raise the foliowing points to support
our view.

The ethical basis of the rule is unsound since it looks only at equalization of waiting time and
does not take into account the factors that deal with outcome. By always funneling transplants
To the sickest patients first, the proposed rule would result in fewer successful transplants than
the present system and would increase costs and the rate of graft failure.

The proposed rule would result in lower rate of organ donation since it would reward those areas
of the country with large recipient lists and lower donor rates and penalize areas of the country
Such as Wisconsin which have been effective in developing organ recovery efforts.

The proposed rule is politically driven by a few large centers, HMOs and insurance companies
and is not based on scientific data. Extensive computer modeling of the organ allocation system
by UNOS committees and statisticians have shown that the present system although not perfect,
is the best current balance between completely equal access and maximizing the number of
successful transplants.

The rule would essentially gut UNOS, a highly effective organization representing the spectrum
of the transplant community and void the hundreds of thousands of volunteer hours donated by
transplant professionals, patients and families over many years in developing a sound, yet
dynamic system of organ allocation.

Successful transplantation and rehabilitation of patients into productive citizens is our prime
goal. Transplanting the sickest patients first will increase mortality and morbidity.

Sincerely,
Ram Rao MD
Mercy Dialysis Center

Medical Director



Christy A. Rentmeester
Medical College of Wisconsin
8 April 1998

Comment on Proposed Changes
To the Department of Health and Human Services
Organ Procurement and Transplantation Network Regulations

Securing justice in listing liver transplant candidates according to medical
need requires uniformity throughout United States health care in assessing patients’
degrees of illness and consensus upon at which point in disease progression a
patient must be listed. Additionally, it must be considered that listing liver
transplant candidates according to medical necessity may challenge physician
integrity, as it is assumed that doctors advocate the best interests of their patients
and thereby desire that their patients be “prioritized” among the many transplant
candidates listed. It is plausible to suspect that physicians — by the coercive force of
their personal, professional, or political conscience —may falsify the severity of their
patient’s liver disease in order to have their patient placed among the “highest
priority” of transplant candidates. Despite that a physician may mean well in
promoting her patient’s best interests, if it becomes common competitive practice for
physicians to exaggerate the infirmity of their patients, the ultimate motive of
serving the sickest patients first will become muddled as honorable purposes of
patient advocacy cause the reliability of list ranking to dwindle. If OPTN
Regulations are to be amended to give the sickest patients “first dibs” on donor
livers, safeguards will have to be implemented to ensure that the new guidelines are
effectively employed to prevent physicians from being overzealous supporters of

their patients’ desperate pleas for the continuation of their lives.
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MILWAUKEE NEPHROLOGISTS, S.C.

April 2, 1998

JEFFREY D WALLACH. M.D.
Government Reform and Oversight it ¢ ELUIOTT. Mo,
Christopher Shays DANA A. CAMPBELL, MD.
2157 Raybum House Office STEPHEN G_ SIEVERS. MD
Washington, DC MICHAEL [ LEVINE. MD
20516-6143

TO: House Committee on Government Reform and Oversight:

Milwaukee Nephrologists is a group of seven private practice nephrologists treating patients with

kidney disease including a population of patients on dialysis awaiting kidney transplantation. As

such, our group feels compelled to comment on the recent proposed changes for organ allocation.
There were several distinct issues that need to be addressed.

The first issue is to separate kidney and pancreas transplants from other organs ie. heart and liver
transplants. The recent proposal (which would funnel transplants to sickest patients first) did not
take into account the difference between a life-saving procedure such as heart and liver
transplant, and patients with end-stage renal disease who undergo dialysis treatment. Because
patients have widely available opportunities for dialysis, it is not necessary to rank order patients
by who is most severely ill. In fact, the most successful kidney transplant patient would be a
stable patient on dialysis, not a patient sick from other organ disease who is in the hospital.

Another issue that needs to be addressed is the issue of organ recruitment. Our practice has had
involvement in the local National Kidney Foundation chapter which is active in organ
recruitment. The state of Wisconsin has been effective in developing organ donors. The
proposed changes would certainly diminish local efforts if harvested organs were being sent out
of the area. The current wait for a kidney transplant in the state of Wisconsin is 18 months. We
would anticipate that local waiting times would increase, potentially doubling if organs were
being shipped out of state in the new proposed changes. This is certainly very discouraging for
patients who are waiting on dialysis, and those who donate their time for recruitment efforts.

In summary, from the viewpoint of our practice, taking care of patients with end-stage kidney
disease on dialysis, the proposed changes for organ allocation would result in an overwhelmingly
negative impact on our patients. It would include increasing waiting time, inappropriate
allocation of transplants to unstable patients ensuring a higher cost and fewer successful
transplants. It would undermine local efforts to recruit organ donors. We are not in favor of the
proposed changes to the currently existing UNOS system.

%,}7.44,‘;1”& 0““/

Lisa M. Rich, M.D. Jeffrey D. Wallach, M.D., President Milwaukee Nephrologists
cc: Mark Adams, M.D.

Main Offics Nonth Office Brookficld Office Eaal Office

St. Luke's Health Science Building St Joseph's Professional Building Elmbrook Medical Office Building Seton Tower

2901 W. Kinmickinnic River Pkwy. #405 3070 N. Slst Streel #4606 19475 W. Nonh Avenue #302 2315 N. Lake Drive 819
Milwaukee, Wisconsin 53215 Milwaukee, Wisconsin 53210 Brookfield, Wisconsin 53045 Milwaukee, Wisconsin 5321 |

414-383-7744  Fax: 383.8089 414-873-7575  Fax. 873-7717 414-785-8004 414-276-17177
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Aurora Health Center

Aurora
” HealthCare® 210 Wisconsa .
isconsin Amevican Drive
Hwy. 23 East
Fond du Lac, W] 54935
el (920} 907-7000
Fax {920) 907-7012

April 2, 1998

Mr. Christopher Shays

Chairman Of the Subcommittee on Government Reform and Oversight
2157 Raybumm House Office Building

Washington, D.C. 20515-6143

Dear Mr. Shays:

1 am writing this lettes to you concerned over the recent proposal in regard 1o organ allocation for
transplantation. As a nephrologist in a smaller community in the state of Wisconsin, 1 have taken
care of many patients who have received kidney transplants or our awaiting an available
transplant. Currently, the average length of time for a patient who is waiting for a cadaveric
kidney transplant in the state of Wisconsin is approximately two years. [ do belicve that the
current proposed plan to change the wary organs are distributed across the county would
adversely affect those of my patients who are yet waiting for kidney transplants. Although 1 do
believe it is impostant to have some preference to providing transplants to those patuents who are
in greatest need, I also kmow that the complication rates in those patients who are significantly
debilitated because of their illnesses, is high in comparison to the general population. Therefore,
the end result would be the increase in unsuccessful transplants at a greater cost to the system. 1
have been cestainty happy with the current system as it has provided good assessmeni of necd as
well as outcome.

1 have also been very happy with the focal access to transplants and coutrol in regard to both the
allocation and distribution of transplants. 1 believe that the current system where a larger number
of transplants are resulting from local donors enhances the nurabers of available donors and
increases overall awareness of this issue, There is aiso an enhanced incentive for the local organ
transplant centers to go out into the communities and increase awareness and assist in increasing
the number of donors that are available. Please reconsider your proposed changes to the organ
allocation system and consider keeping the current system as close to where it is at which in my
opinion has been working well for the patients that I have been involved with.



258

Mr. Christopher Shays
April 2, 1998
Page 2

Thank you very much for considering this issue.

Sincerely,

JS/TGS

e: Mr. Thomas Barrett, U.S. Congressman

D: April 2, 1998
T: April 2, 1998
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MEDICAL

COLLEGE
OF WISCONSIN

Department ot Pediatrics

April 6, 1998

Christopher Shays

Chairman of the Subcommittee

on Government Reform and Oversight
2157 Raybum House Office Building
Washington, DC 20515-6143

Dear Chairman Shays:

This letter is in regard to proposed new rules for changes in organ allocation to
equalize the waiting times.

Personally, I am against the change. I am involved in preparing children for organ
transplantation. Organs harvested in Wisconsin would be shipped to another center about
50% of the time which would increase the already prolonged wait for organs in our
population. More over, the requirement to ship organs will increase the cost, the time of
ischemia and risk of non-functioning.

This proposed rule only takes into consideration of equalizing of waiting times but
does not take into account factors that deal with outcomes. By transferring the organs to
the sickest patients first could result in fewer successful transplants than the present
system. To me the most worrisome problem will be lowering of organ donations at a local
level. The incentive to procure organs will decrease as the organs will be transferred to
the sickest. This would slight UNO, a highly effective organization which with the help of
transplant professionals, patients, and families has developed a sound, dynamic system of
organ allocations. Oddly, it will penalize Wisconsin which has an effective organ recovery
efforts. It would reward areas with historically lower donor rates.

Milwaukes,
(414) 456-4100
FAX (414) 458-8539
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I believe the proposed rule is not based on scientific data but is politically driven by
HMO’s, large insurance companies and large centers. These large centers have not
invested in time and efforts in improving organ donation. Although not perfect, the
computer modeling of the organ allocation system by UNO is the best current balance
between completely equal access and maximizing the number of successful transplants.

Sincerely,

Wl _—wb
Kumudchandra J. Sheth, M.D.
Professor of Pediatrics
Pediatric Nephrology

KJS/mcr



262

Detn 41388 - FAX

To: AnncMarie Finlay Phone: 630-978-1660
Compeny. Subcommitiee for Human Resouroes

Fax Number: 1-202-225-2382

From: Deborsh €. Suries

No. of pages incl, cover shest: 4

Fax: 630-978-1660

This fhosimile is intoaded solely fos the usc of tho individoe! 1o whomn it is sddromed. 1t may contain
iformation that is peivileged, confidential sad cxcopt from disclosure undor applicsble law. IF YOU
ARE NOT THE INTENDED RECIPIENT OF THIS FAX OR THE INDIVIDUAL
RESPONSIBLE FOR DELIVERING THIS FAX TO THE INTENDED RECIPIENT,
YOU ARE HEREBY NOTIFIED THAT ANY DISSEMINATION, DISTRIBUTION
OR COPYING OF THIS COMMUNICATION IS STRICTLY PROHIBITED. IF YOU
HAVE RECEIVED THIS FAX IN ERROR, PLEASE NOTIFY. OUR OFFICE
IMMEDJATELY. THANK YOU.
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Testimony submitted by Deborah C. Surlas, RN, April 11, 1998.

Submitted written testimony for the Congressional Field Hearing on Organ Donation,
Aliooation and Transpiant, held in Milwmskeo on Wedneeday, April 8, 1998,

Goverameni Reform and Ovenight Committoo
Suboommittes for Humen Resources

Mr. Chairman and members of the Conmmittos,

Thank you for the opportunity to submit written testimony to this hearing for an extended
five day period. 1 presented oral testimony from the floor at the hearing held in
Milwaukee on April 8, 1998, and would like to add the following to my testimony.

1 would Tike 1o discuss an issue thet was not covered to any extont st the bearing. 1am
very conoerned about the increased costs to the consumor thet a national allocation system
would cause.

1) if organs are shipped all over the country instead of being used locally if poesible, the
added cost of the transportation of the organs and/or the transplant teams to retrieve the
organs (thousands of dollars per organ) will be passed on 1o the recipients, usually through
their health insurance.

2) Shipping organs arcund the country adds to their cold ischemic time (time out of the
body and without a blood supply) and can affect the vinbility of the osgan. This inoreased
transport time van increase the likelihood of increasod medical costs for the recipiont.
Putting an organ with any decreased visbility into the most critical patient = increased
medioal oosts.

3) If patients are not transpianted until they are oritically ill, the costs of their pre and post
transplant oare will be extromely increased, as well as & potential decrease in their post
transplant survivabifity, an inorease in the need for second or third transplants and wasted
organs, and a potentially poorer “quality of life” post transplant.

1 am concerned about the “trickie down “ effocts 10 the consumer of the above scenarios.
Transplantation is an already expensive trestment modality. Any sdded costs (o this
treatment will cause insuranoe companies to increase thelr premiuma. This, in turn, will
oause more emyployers to increass their employves” share of the premium ocosts as well a3
osusing many employers 10 start cutting insurance benefits such as transplantation and
medication ocoverage as & 0ost containment method.

Many pationts have a lifetime “cap” (maximum amount of insurance dollars) of $250,000.
In sddition to the transplent itself, recipients face a lifetime of expentive medications, lab
tests and fbllow up medical care. These new regulations will just mandate that these
mmﬂhmnmwwmmﬁwmqm&lymupwhmm
dollars. lnancnothulmunbcvaywdﬁomwwknndlmaum
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Testimony submittod by Deborah C. Surlas, RN, April 11, 1998.

Specialist, s woman received three liver traneplants. The bill for that hospital stay alone
was almost $1.5 million. She was in rehabilitation for many months afier leaving the
hospital. What happens to the patient when they run out of insurance doflars? They end
up Josing their homes, their lifs savings, retiremsnt savings, eto. just to pay the ongoing
medical billa. These patients can then end up on Medicaid, stressing the government
system even more.

Although charges st transplant centers vary considerably across the country, 1 recently
reviewsd charges on two liver transplants at another facility. The patient was not critical
at the time of Hver transplant. Tho total hospital charges for the two transplants were
$62,365.00 and $60,477.00, as opposed to the $1.5 million in the above case,

Other patients who develop meny more complications bocause they are not ransplanted
‘when they are more stable, may not have as good an outcome and either stay disabled or
go on disability, many times financed by the govemment. These added costs to the
government system affoct us all,

1 foel that this now system of transplanting the most critical patients first may discourage
some candidates from staying in the best health possible (which loads to & better post
transplant outoome and lower medical costs) while awaiting their Lransplant, cepecially
when they know that they will never receive the transplant until they are critically ill.
Would some of these patients give up fighting and become non-complisnt and critical in
order to receive their transplant earlier?

T worry sbout the fears of the cirthotic patient who is steble and not in the hospital, bit
who has the potential for a lethal bleed due to variceal rupture. 1 warry about the
emotions of the patients wha are not critical but don’t fesl well, sleep most of the time,
can't work, and can't even keep up with family and friends. How discouraging for them
to exist like this for months to ysars before they are finally within weeks of dying and then
hope that they might survive a transplant. They then face months of rehabilitation afler
being incapasitated for 20 long, if they atill have the finances to afford it.

1 am very distutbed by a question that a liver candidate recontly posed to me. He has boon
waiting for e liver transplant for a year and & half. He is now a Status 2B, His medical
condition keeps him from working anymore. He is on disability and is conoerned that he is
no longer a productive, tax paying citizen. He is very frightened that this new system will
keep him from being transplanted until he is in critical condition. He doesn’t know if he
can hang on that loog with the “quality of life” he is now experiencing. He rocontly asked
me if he should “take a whole bottle of Tylenol to destroy what is left of my liver so I'll
become oritical enough to get my transplant and get on with living™. It is 8o ead that
someone would think they had to go 16 such means to get a transplant under a national
allocation system.

The new regulations mention provisions for pationts currently on the waiting list. But how
will thess provisions work? We can’t transplant thess patients under the current system

2
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Testimony submitted by Deborah C. Surlas, RN, April 11, 1998,

while a national system is undertaken. ltwwlduhymtowllﬂloplﬁuu
cutrently on the waiting list before ohanging the system. I know the reguiations require
MNWMMWNWMMM«&M]
just don't see any way that & trazsition could be scoorplished without penalizing petients
alroady on the list.

Now that the final regulations bave been published, 1 think there needs to be much mare
dislogue between UNOS and all of their volunteer experia (including the patient

which I think is woll represevited at UNOS), the Depasiment of Health and
Bumas Services and the transplant community at large. 1f this is to be a patient-driven
Mmmmmmm-ummmmmm
going through the transplant journey.

Rewpectiully submitted,

bl C Sk

Deborsh C. Surlas, RN

Vice Chair, UNOS Patient Affxirs Commitiee

Merrber, Suboommities for Patient Acoess to Transplantation
Executive Director, Organ Transplant Support, Inc.
Kidnay/pancreas Trassplant Reciplent
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KERRY THOMAS
9200 LONGS ROAD

SAYNER, WISCONSIN 54560-9787
(715) 542-3372

April 1. 1998

Hon. Christopher Shays, Chairman
Subcommittee on Human Resources
Room B-372 Raybum Building
Washington DC 20515

Dear Mr. Chairman,

{I ask that this letter be considered with the testimony to be heard Wednesday April 8, 1998 at
the Subcommittee’s oversight hearing on the Depariment of Health and Human Services' (HHS)
management of the National Organ Procurement and Transplantation Network (OPTN) under the
National Crgan Transplant Act of 1984 (NOTA) at the Medical College of Wisconsin, Milwaukee,
Wisconsin.]

Good morning. My name is Kerry Thomas. In January, 1391 | was diagnosed with chronic renal
failure, after having diabetes for nearly 20 years. Diabetes had already rendered me legally blind, and
now it had done irreparable damage to my kidneys. | was faced with a decision: How badly did | want to
live?

After having my options explained to me (death, dialysis, organ transplantation) | decided to go
on dialysis in preparation for a future organ transplant operation. While | was not as yet so ill as to
require immediate dialysis. it was only a matter of 2 1/2 months before | was to begin dialysis, performed
as an emergency procedure while | was in Eau Claire, Wisconsin, retuming from the University of
Minnesota, where | had gone to be evaluated as a candidate for organ transplantation. After being
stabilized there, | was allowed to retum home. There | began regular hemodialysis treatments on
(ironically) Aprit 1, 1981, at the Howard Young Medical Center in Woodruff, Wisconsin.

On July 3, 1991 | was given final approval to be placed on the waiting list at the University of
Wisconsin School of Medicine in Madison, Wisconsin. | was told | could expect to wait for up to two
years for a suitable match to my body and tissue type. During that time | was to continue thrice-weekly
hemodialysis treatments, in an effort to merely maintain my life. I did not have to wait that long.

Incredibly. just four weeks later, at 10:03 pm on the night of July 30, 1991 | received a call from
the transplant center in Madison. They told me a potential donor had come in, and was not expected to
survive. | was told to pack my bags and wait for another cali, which came at 10:35 pm, telling me to
come to Madison. At 12:05 am on July 31, 1991 my Mother and | left the driveway, heading south. Five
hours later we arrived at the emergency room entrance to the hospital. | was escorted upstairs, and
began the preparations for my surgery. Shortly thereafter, | was told that my surgeon, Dr. Hans Solinger,
was in Washington, and wouldn’t be able to return for another six hours. To pass the time, | had another
dialysis treatment.

Finally, just after S pm, | was taken to the operating room area. But the excitement was not yet
over. As my preliminary anesthesia was being administered via IV, | was informed that there was a slight
complication. it seems that there was a small cancerous spot on the other kidney of my donor, making
that kidney useless for transplant. However, | was repeatedly assured that my kidney and pancreas (or,
rather. the kidney and pancreas | was to receive) were clean. The transplant team felt these were good
organs, and were prepared to proceed. The choice was mine.
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Chairman Christopher Shays
April 1, 1996
page 2

| decided the transplant team was right, and gave them the OK to proceed with my operation. |
have been loid that the operation took about 5 1/2 hours, and that | came out of the operating room just
before midnight. | spent the next two days in ICU recovery, on a slow IV morphine drip for pain. My
memories of those two days are foggy. When | began to regain coherent consciousness | was moved to
the transplant floor, there to begin to rebuild my life.

1 think it is important to pay attention to the timeline of my experiences, for in the matter of organ
transplantation, time is a very critical factor. The less time spent between organ harvesting and
transplantation, generally, the better the chances for a successful transplant operation. In my case there
was aimost exactly 24 hours between the time the donor died and this person's organs were transplanted
into my body. ¥'m convinced this was a significant contributing factor to my survival, and my being able to
write this today.

¥ my understanding is comect, the Department of Health and Human Services (HHS) is
proposing that the management of the National Organ Procurement and Transplantation Network
(OPTN) under the National Organ Transplant Act of 1984 (NOTA) will be significantly modified, in that
the Program will consider allocation of potential organs for transplant on a nation-wide basis, rather than
on a regional basis, as is now the case. Two obvious questions come to mind: (1) What will be the
effect of this change with regard to transportation times and costs; and, (2) |l apologize for my language}
Just what the he™ business is it of HHS to be dictating from on high the methods and procedures
transplant centers use to determine who receives organs?

I'm sure others who will be testifying on this matter will be able to better describe the many
obstacles faced by procurement and transplant teams with regard to time and distance considerations in
the organ allocation process. More time means lower success rates, which translates to wasted organs
and death. We are literally talking about life and death situations here.

Which is why my second objection to these proposed changes is so strong. It is unfortunate that
our federal govemment feels it has the power and authority to be 8o intimately involved in life and death
medical decisions, decisions which should be based upon medical and personal judgements. Period.
No government agency should have the power to dictate medical treatments. OPTN has done a very
good job in devising, implementing, maintaining, and monitoring our nation's organ procurement and
transplant program. Let's not ruin it with a group of govemment bureaucrats. i the bureaucrats’ ideas
had merit, they would have been implemented by the medical profession, or ancther private sector body.
if we were to leave innovation, creativity, and productivity to the government to figure things out, we
wouid still be blaming evil spirits for diseases, and using unsterilized tools for medical procedures.

Mr. Chairman, let's leave the medical decisions to the medical profession. | thank you and the
committee for your consideration.

Kerry Thomas
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TOMMY G. THOMPSON

Gaversor
State of Wisconsin

Committes on Goversment Reform and Oversight
Subcommitiee on Human Resources

Testimony: "Public Health 2000: Overxight of the National Organ Procurement and
Traasplantation Network"

Governaor Tommy G. Thompson

Milwaukes, Wisconstn

April 8, 1998

Thank you Mr. Chairmen for allowing me to submit written testimony for the official
record. This propased rule for federal oversight of the National Organ Procuremeat and
Transplantation Network is an issuc of grave importance to the people of Wisconsin.

This rule, while intended to provide equitsble distritation of organs to critically ill
individuals nationwide, will havo a negative impact on the transplant programs in
Wisconsin and ultitately the people who live in this state and this region of the Midwest.

Specifically, the proposed allocation policy would mandate that organs be referred to tho
sickest patients (Status 1) in the region, or cven the nation. This proposal could ultimately
result in @ net i in deaths throughout the nation.

Organs transferred actoss a region or the nation could be damaged due to factors relatad
to increases in preacrvation time, These factors could have an adverse affect on the
functianality of organs, and could ultimately increase the number of re-transplanted
organs.

Centers such as the University of Wi in and the Wi in Donor Network, which
bave historically been extremely successful in organ procurement and have kept their
waiting times low, will be particularly affectod by this change in policy.

If organs, such as livers, are donated in Wisconsin but must be shipped outside the region
to another center, it could result in a loss to Wisconsin of up to 50 livers per year, These
ate 50 lives needlessly put in jeopardy.

Furthermore, as 2 result of the organ allocation requirement in this rule, it is unliksly that
livers will be retumed to Wisconsin due to the large number of Status 1 patients outside
our reglon.

Soop 115 Bast, Sixte Capitol, P.0. Box 7863, Madiscn, Wisconsls 53707 o (60%) 266-1212 ¢ FAX (609) 267-39¢3
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In reality, with this rule, no more lives will be saved regionally or nationally; bowever,
more residents of Wisconsin will suffer or lose thelr lives due to a reduction in available
organs throughout our state,

During & Decomber 1996 national hearing, represcntatives from $3 percent of the
country's liver transplant centers agreed that the current allocation policy, despite its
imperfections, remains the best way to allocate livers; not only to the sickest patients, but
also to the patients who have the best expected long-term outcome.

In addition to this study, all major professional societios, including the American Society
of Transplant Surgeons and American Society of Transplant Physicians, as well as
recipient and danor organizations, are in agreement that the current allocation policy
ahould not be changed.

In fact, the independent United Networtk for Organ Sharing reviewed 13 different systems
for organ procurement. The study rated the cuzrent systen the best and it rankad the
system Secretary Shalals is pursuing the worst of the 15 options.

So in essence, the Department of Health and Human Services is moving to scrap what Is
commonly held as the best system for organ procurement in order to replace it witha
gystem experts consider the worst option available.

Given these facts, why is DHHS changing the system? It not only flies in the face of
cammon ense; it flies in the face of good science and good medicine. All these experts
cannot be wrong.

My foar is that a political decision is being made that will compromise the lves of
‘Wisconsin residents as well as residents of other states with strong organ procurement
programs.

In Wiaconsin, we are a national leader in organ procurement and organ transplantation.
Our citizens are among the most generous and giving in the nation. Perkiaps this is why
larger hospitals in bigger states want access tn organs donated by our citizens,

But here is the truth: Wiscopsin residents will be far lees Hkaly to give the gift of life
through cegan donation if they know that organ is going to someone in a state far swsy.
This is the message that was sent to ws loud and clear when news of Secretary Shalala’s
decizion came down.

So in reality, the big money hospitals on the East Coast will not bave access to more

argans in Wisconsin because fewer people will be giving becanse they will not fieel as if
they can make s diffevence.

R=99%
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Some may call this protectionist, but it is reslity. It is bnanan natre. People who give
orgsns want to know they are making a difference, and it is much easier for tham to feel
that way if a neighbor in their state or the state next door benefits from the tragic death of
their loved one. They can more readily see the impact of their gift.

The current system wocks fine. It saves bundreds of lives each and every year in
Wisconsin. If there is a problemn, it may be that certain states and transplant bospitals
need to do a better job of persuading their residents to donate crgans. Do not penalize the
states that do a good job in this arena Help the states doing a poor job to bolster their
efforts. We would be bappy to share our experience and expertise with any state or
hospital looking for 2 model of excellence when it comes to organ procurement and
transplantation.

Therefore, it is with great respect that I strongly urge the committee to turn back the
proposed ruls by the Department of Health and Human Services. Don't make a needlesa
mistake that will cost far more lives than it saves.
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Director, Hepatology Unit

April 6, 1998

Honorable Congressman Thomas Barrett
135 W. Wells Street
Milwaukee WI 53203

Dear Congressman Barrett:

As a health professional actively involved in organ transplantation, especially liver transplantation
I am writing this letter to you opposing changes proposed by Secretary of Health & Human Services,
Donna Shalala.

The whole concept seems to be based on the criteria or dealing with the sickest patient first, without
regards for other very important factors. The ethical basis of the rule is questionable because it only
considers equalization of waiting time and does not take into account factors such as outcome. By
always funneling transplants to the sickest patient first the proposed rule would result in fewer
successful transplants than the present system and would increase cost and rate of their failure.

The purposed rule would result in lower race of organ donation as it would largely remove “the
local incentive which has historically driven these efforts. It would reward those areas of the country
with large recipient lists and lowers donor rates and penalize areas of the country such as Wisconsin
which have been effective in developing organ recovery efforts.

The purposed rule is politically driven by a few large centers, HMO’s and Insurance Companies and
is not based on scientific data. Extensive computer modeling of the organ allocation system by
UNOS (United Network of Organ Sharing) committees and statisticians have shown that the present
system, although not perfect, is the best current balance between completely equal access and
maximizing the number of successful transplants.

The rule would essentially politicize organ sharing. It will take the decision out of the hands of
physicians and other health care professionals who are trained and currently actively involved in the
decision making dealing with patients. The rule would essentially cut UNOS, a highly effective
organization representing the spectrum of transplant community and void hundreds or thousands of
volunteer hours donated by transplant patients. professional and families over the many years of
developing a sound, yet dynamic system of organ allocations.

Finally, In Wisconsin we have one of the highest rates of organ procurement in the nation.
According to our present projections, nearly half of the livers available locally will be lost to
areas outside Wisconsin. It will have a dramatic adverse impact on the organ transplantation

Froedtert Memonal Lutheran Hospial
9200 West Wisconsin Avenue
Milwaukee Wisconsin 53226

(414) 259 3038
FAX (414) 259 1533
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in the State of Wisconsin. Your committee’s efforts in this regards opposing the purposed changes
will be greatly appreciated.

Sincerely,

A

Rajiv R. Varma, M.D.
Director Liver Unit
RRV/jr
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Rajiv B vVarma, M.D Division of Gastroenterology and Hepatology
Director. Hepatology Unit

April 6, 1998

Mr. Christopher Shays

Chairman of the Subcommittee on Government Reform & Oversight
2157 Rayburn House Office Building

Washington DC 20515-6143

Dear Congressman Shays:

As a health professional actively involved in organ transplantation, especially liver transplantation
1 am writing this letter to you opposing changes proposed by Secretary of Health and Human
Services, Donna Shalala.

The whole concept seems to be based on the criteria or dealing with the sickest patient first without
regards for other very important factors. The ethical basis of the rule is questionable because it only
considers equalization of waiting time and does not take into account factors such as outcome. By
always funneling transplants to the sickest patient first the proposed rule would result in fewer
successful transplants than the present system and would increase cost and the rate of their failure.

The purposed rule would result in lower race of organ donation as it would largely remove thilocal
incentive which has historically driven these efforts. It would reward those areas of the county with
large recipient lists and lower donor rates and penalize areas of the country such as Wisconsin which
have been effective in developing organ recovery efforts.

The purposed rule is politically driven by a few large centers, HMO’s, and Insurance companies and
is not based on scientific data. Extensive computer modeling of the organ allocation system by
UNOS (United Network of Organ Sharing) committees and statisticians have shown that the present
system, although not perfect, is the best current balance between completely equal access and
maximizing the number of successful transplants.

The rule would essentially politicize organ sharing. It will take the decision out of the hands of
physicians and other health care professionai’ who are trained and currently actively involved in the
decision making dealing with patients. The rule would essentially cut UNOS, a highly effective
organization representing the spectrum of transplant community and void hundreds or thousands of
volunteer hours donated by transplant patients, professional and families over many years of
developing a sound, yet dynamic system of organ allocation.

Froedtert Memorial Lutheran Hospital
9200 West Wisconsin Avenue
Milwaukee, Wisconsin 53226

(414) 259-3038
FAX. (414) 259-1533
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Finally, In Wisconsin we have one of the highest rates of organ procurement in the nation.
According to our present projections nearly half of the liver available locally will be lost to areas
outside Wisconsin. Your committee’s efforts in this regards opposing the purposed changes will be
greatly appreciated. Let us try to keep the organ allocation system as nonpolitical as possible.

Sincerely,
Hhone

Rajiv R. Varma, M.D.
Director, Liver Unit

RRV/jr
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Jxnes Brondes. MD.
Amir Doniel. MD.

ASSOQHATES, SC. Clove frisme. MO
Wilkam ¥okiow, MD.
Todd Mucre, M0,
Gregony V. Wamen, MO
April 1, 1998 Poul J. Women, MD.

Christopher Shays, Chalrman
21587 Rayburn House Office BLDG.
Washington, DC 20515-6142

RE: UNOS changes

Dear Mr. Shays:

I am writing in opposition to the propossd UNOS changes. I care
for & number of kidney transplant, heart transplant and pancreas
transplant patients. I think it unwise to look only at
egualization of walting time, instead of factors such as outcome.

Unfortunately, when we allocate organs to the sickest patiants
firat, we will have fewer successful transplants and this will
certainly be a waste of these precious organs, The changes might
result in lower organ donations since the local organ drivea, which
have made such s difference in incressing donation, may not have a
reasonable cutcome. People will realize that organs may be shipped
out of their local aresa.

This new change Is not based on scientific data and will not
allocate the organs appropriately. There will not bes completely
squal sccess and the ot ful transplants will
decrease.

UNOS has been a very effective organization in allocating organs.
Should the rules be changed, UNDS will have very little say. This
would be 8 travesty especially considering how many transplant
professionals, patients and families have heen (nvolved in
developing a sound and fare organ allocation system.

I am very much opp d to the chang as proposed by Donna Shalala
and I think that the changes must be re-thought so that we don’t
waste organs.

Sincerely,

-

Gregory V. Warreh, M.D.
(dictated not redd)

GVd/1}

3967 SOUTH 16TH STREET » SUITE 203 o MULAMEE, W1 S3215 o (413) 672.8282 o FAX. (414) 6720084
A021 NOATH SOMD STREET o MILURUKEE . LS 53210 » (414) B75.3200 » FAX: (414) 8730470
FICT WEST (UNTON RVEMX » MILLPURES. i S383 » (314) 7603000 « FRX: (414} 700-3008



276

MIDUJEST

LOGY ™ e
Amir Domel, M.D

ASSOAATES, SC. Clove Fruscre. 1D

Wllorn Prokicw, M D.

Todd Mure, MD

Gregory V. Wormen, ML
April 1, 1998 Poul 1 Warren, MO

Christopher Shays, Chairman
2157 Rayburn House Office BLDG.
Washington, DC 20515-6143

RE: UNOS changes

Dear Mr. Shays:

1 am writing in opposition to the proposed UNOS changes. I care
for a number of kidney transplant, heart transplant and pancreas
transplant patients. I think it unwise to 1look only at
equalization of waiting time, instead of factors such as outcome.

Unfortunately, when we allocate organs to the sickest patients
first, we will have fewer successful transplants and this will
certainly be a waste of these precious organs. The changes might
result in lower organ donations since the local organ drives, which
have made such a difference in increasing donation, may not have a
reasonable cutcome. People will realize that organs may be shipped
out of their local area.

This new change is not based on scientific data and will not
allocate the organs appropriately. There will not be completely
equal access and the b ot ful transplants will
decrease.

UNOS has been a very effective organization in allocating organs.
Should the rules be changed, UNOS will have very little say. This
would be a travesty especially considering how many transplant
professionals, patients and families have been involved |(n
developing a sound and fare organ allocation system.

I am very much opp d to the chang as prop d by Donna Shalala
and I think that the changes must be re-thought so that we don’t
waste organs.

1 Warren, M.D.
(dictated not read)

PW/1)]
3967 SOUTH 16TH STREET o SUITE P03 » MILUAUMEE. LA 53215 » (414) 672-8082 » FRX: (414) 672-8284

2091 NOATH SPND STREET o MILLUALKEE. UR 53216 » (414) 875-3600 » FAX: (414) 8736479
7701 WEST CUNTON FVENUE « MLLUAUKEE, WA 53223 o (414) 760-3090 « FAX: (414) 760-3068
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April 2, 1998

The Honorable Christopher Shays
2157 Rayburn House Office Building
Washington D.C. 20515

Dear Representative Shays:

[ am very concemned about the recently announced new rules for organ allocation proposed by
Donna Shalala. These new rules will shunt organs harvested in many regions of the country to
large transplant centers. The ethical basis of this rule is unsound as it only looks at equalization
of waiting time for transplant. Since there is a shortage of organs available, there will always be
some patients who die unt lanted. The new rules will not increase the number of patients
who receive transplants, only change which patients die. The only true solution is to find a
method to increase the availability of organs for transplant. According to the new rules, the
sickest patients will be transplanted first. This will clearly resuit in fewer successful tra- <;lants
This will increase total cost ant rate of graft failure.

The proposed new rules also will result in lower rates of organ donation and procuremem. The
local incentive which drives pre , will be weakened. Areas of the country which have
short waiting lists, are often those who have developed effective organ recovery efforts. These
areas of the country, should not be penalized.

The new rules will harm the present system which is highly effective and has led to increasing
rates of survival.

teven L. Werlin, M.D.
Professor - Director
Pediatric Gastroenterology
Medical Director Liver Transplantation

SLW/dlt

Member — Milwaukee Regiimal Medical Center
A major teaching affficic of The Medical College of Wisconsin

O
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