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EXECUTIVE SUMMARY

National Transplant Action Committee, (NTAC) is a publicly funded non¥
profit initiative whose mission is to protect and advance the rights and
welfare of patients needing ofgan transplants and l'their family members.
~ We actively participate in legislative and governmental deliberation that
impact our constituents. Although the organization is relatively new, it’s
principles and directors have years of experience as representatives for
organ transplént patients. The organization has a rapidly growing o
membership. ‘ ‘ |

NTAC supports the Secretéry’s decision to hold hearings and to
promulgate rules on the issue of organ allocation. -We believe that the
legislative intent of the National Organ Transplant Act clearly places the
oversight of the Organ}Procur’ement and Transplantation Network (OPTN)
on the shoulders of the Secretary. Despite mandating that the OPTN be a
“private non-profit organization” the role of the private contractor is |
narrowly defined in the legislation. Although the OPTN contractor has
argued .that the issuebefore the Department is purely a “medical issue,” we
believe that the decision of who lives and dies through our national |
transplant system is truly a public health issue;

Furthermore, despite a 3-yeér effort to develop a fair public pblicy on
liver allocation the OPTN contractor, the United Network for Organ Sharing
(UNOS), has been unable to do so. Instead, recent UNOS actions have
instilled tremendous hostility in the public, a lack of trust in the system
and panic among waiting liver transplant candidates. Public trust is
paramount in our efforts to promote organ donation. We especially
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condemn UNOS for its reoceuring attacks on the Department of Health and
Human Services and especially its most‘r_ecent‘ flagrant attempts to stifle
public criticism through this hearing process. o

With respect to the issue of liver allocation, NTAC 'supports a system
based upon medical necessity versus the current system of local priority.
- We view the allocation issue as a function of two variables: geography and
medical urgency. We believe that the national allocation system should be
founded on rriedical iirgenCy with the most critically ill patients having the
highest priority. Based upon the recent report of the UNOS Liver and
Intestine Transplant Committee to the UNOS board we believe that a
system based upon medical necessity will maximize both utility and equity
- within the OPTN allocation system.. We find UNOS statements regarding
the results of their computer modeling on this issue to be biased and
misleading. We feel that the UNOS Li\}er Allocation Model could be an
effective tool. However, the manner in which UNOS has utilized this tool is
intellectually dishonest.

We feel that a fair allocation system will help in efforts to promote
organ donation. For the past few years, UNOS has led an effort to promote
organ donation through the “Coalition on Organ Donation.” Despite
spending: millions of dollars the Coaht10n is unable to show any pos1t1ve
results in increasing organ donation rates. NTAC believes that the key to
increasing organ donation is through enhanced professional education and -
the development of a system providing prompt referral of possible donors
to qualified professionals within the Organ Procurement Organizations.

The organ allocation debate and the management of the Organ |
Procurement and Transplantatit)n Network by UNOS is a great concern to



NTAC. We believé that the actions of the OPTN contractor necessitate a
further examination of the National Organ Transplant Act and drastic
changes to ensure that the public interest in this arena of health care is
protected. | |

RULE MAKING AUTHORITY

In a letter to Assistant Secretary for Health Philip Lee, UNOS President
James Burdick, MD. strongly urged that the Department postpone these
liver allocation hearings and that HHS “Issue a public statement
reaffirming that both the Depai"tment and HRSA “stréngly believe that the -
.complex scientific and clinical decisions surrounding these (liver allocation)
issues are best made by the transplant community and, in particular, the
OPTN board of directors, asa représentative body of this community.”

This is not the only time that UNOS has chauenged the authority of HHS
to regulate the OPTN. UNOS filed an ‘extensive complaint iavith th'evGeneral
Accounting Office regarding mahy’ of the provisions of the HHS ReQues’t for
Proposals for the ixpcomng OPIN contract. Much of that éomplaint
centered around the éuthority'of HHS to ré_gulate and oversee the
operations of the OPTN and UNOS. B "

Not only is HHS oversight of the OPTN clearly the intent of the National
Organ Transplant Act, it is also critical to the interest of the public health.
42 U.S.C. Section 274c¢ places the administration of the National Organ
Transplant Act under the ]unsdlctwn of HHS. The law requires the
Secretary to “maintain an identifiable administrative um‘; in the Public



Health Service to adrﬂinster (the Act) and coordinate with the organ
procurement activities under title XVIII of the Social Security Act...”
Congressional reauthorization of the Act in 1990 resulted in important
statements about the OPTN and the role of the contractor, specifically
UNOS. Congress amended the Act to reduce the minimum requirement
that must be met by an entity seeking to operate thé OPTN. In doing so, it '
was the intent of Congress “to provide the Secretary with the opportﬁnity’
to seek out the best possible potential applicants for this critical role. This
change...reflect(s) deep concern on the part of the Committee in the
manner in which the OPTN has functioned.” (Senate Report 101-530, U>S>
'Code Cong. and Adm. News, p. 4625). Congress also criticized the Secretary
for a lack of leadership, “The Committee hopes that the Secretary will take
~ a more personal interest in this important program and will be at the
forefront of its sﬁccess.” '

Although the Act grants limited authority over medical issues with the
OPTN, the legislative history is clear that the oversight of the OPTN is that
of the Public Health Service of HHS. The matching of donofs and recipients
for organ transplantatibn involves key medical decisions that focus on
histocompatibliity and the scientific task of matching donors with possible
recipients. However, once that has been completed, and a list of possible
recipients compiled, it then becomes a public} policy question as to who on
that list should be given the first opportunity to receive a transplant, who
will continue to wait for a transplant, and who will pbssibly die. |

THE “ULAM” COMPUTER MODELING

Although NTAC views this matter as a public health isSue, we also



acknowledge the complexities of liver allocation.

In an effort to examine the orgaﬁ aﬂocation issue, UNOS developed the
UNOS Liver Allocation Model - “ULAM.” This tool facilitates a rational
assessment of different allocation algorithms and on key outcome .
measurements. The ULAM modeling data makes it easy for any public
policy maker, regardless of their medical training, to make informed
decisions among the various system options.

Despite the usefulness of the ULAM dai;a, NTAC feels that UNOS has
used this tool with a bias toward maintaining the status quo. Also, the
manner in which UNOS has organized and reported the ULAM data has not
been consistent. UNOS model runs report on certain outcofne
measurements in one report and then on different measurements in later
computer runs. This makes it difficult to make comparisons between the
different allocation options. o

We believe that there are key Qutcome variables that should be the
focus of the public policy decision and the potential benefits of any given
allocation option. Tbtal life year measurements such as “quality adjusted
life years” have been a standard tool used in the overall formulation of
health éare policy.. As reported by Kaplan and Anderson (A General Health :
Policy Model: Update and Applications; HSR: Health‘Se‘rvices Research 23:2,
June 1988) life year measurements have been widely used in public policy
decisions including Food and Drug Administration evaluation of the
effectiveness of new products. The basic model involves the overall
evaluation of two competing‘health care treatment options.

With respect to the ULAM outputs, “_total patient life years” and even



“total pre'and post transplant deaths” can provide us with an appropriate
measurement of the overall benefits of the different allocation options.
However_, in its deliberations, UNOS has chosen to focus only on post
transplant results and has ignored the other part of the equation: the

' outcome for those patients that do not receive transplants. Without
cons1deranon for the patient outcomes for both those who do and do not
receive organ transplants we cannot denve the overall health benef1ts that

accrue as a result of our policy decision.

In a recent report entitled “The Relative Risk of Mortality for UNOS
Status 3 Liver Recipients: A Comparison of the Risk Post-Transplant to the
Risk on the Waiting List,” UNOS researcher Erick Edwards concludes: “there
is no net survival benefit of (liver transplantation) for Status 3 patients
within the first two years following transplantation.” The following table,
using recently published UNOS data, illustrates the point at hand:

RELATIVE BENEFIT FROM TRANSPLANTATION
TWO YEARS POST-TRANSPLANT

survival | net benefit
with tx withouttx  in life years
lyr 2yr lyr 2yr
Status 1 patients 69.8% 65.5% -0-  -0- - -1.353

Status 3 patients 80.7% 76.1% 80.7% 76.1% -0-

UNOS has argued that the slight improvement in survival between
Status 1 and Status 3 patients is significant. But, as one can easily see, the



net benefit from transplanting status 1 patients is substantially higher
than that of status 3 patients who are essentially receiving no benefit from
liver transplantation.

With respect to the matter of eqﬁity, UNOS has given virtually no

- consideration to this issue despite the fact that 1nequ1t1es in waltmg tlmes
is the heart of the allocation debate. Of the various outcome
measurements we believe that the ratio of transplants to individuals on
the waiting list is an apﬁropriate marker to analyze the fairness of the
different allocation options; Another appropriate measuring tool would be
~ an indicator of those who die Waiting for a transplant on a région by region
basis.

ULAM RESULTS

Over the course of this debate UNOS has modeled many different
allocation options. Based upon the results and our discussions above we
support those options that place greater priority on medical status as
opposed to geography. Based upon our analysis and review of the UNOS
leer Committee report to the UNOS Board we believe that the “Inpatlent
Flrst” policies and the “First Local National” pohc1es show the best overall
results and that these options maximize both utility and equity. Our
review of these options and a comparison with the.current system is
included on the next page.



COMPARISON OF VARIOUS

LIVER ALLOCATION OPTIONS
 TABLE 1
 CURRENTPOLICY FIRST LOCAL NATIONAL
TOTAL PATIENT LIFE YEARS 51312 | 51677
TOTALPRE&POSTTXDEATHS . 6242 6105
TRANSPLANTS/PATIENTS LISTED 35.20% PTS 626%PTS.
PER REGION (RANGE) (H:6562% 1:3033) . (H:4335% L:37.00%)
WAITING TIME TO TX OR PRE TX
DEATH (RANGE) | - |
STATUS 1 56-36DAYS 26-19DAYS
STATUS 2 106-50DAYS 76-60DAYS
(SOURCE: ULAM MODELING) |
TABLE 2
CURRENTPOLICY  ‘INPATIENT ~ FIRSTLOCAL
| FIRST ~ NATIONAL
 TOTAL PATIENT LIFE YEARS 51,774 . 53381 . 53800
TOTAL PRE & POST TX DEATHS 7055 A 6794 . . 6731 ;
 AVG. WAITING TIME TO TX o ,
STANDARD DEVIATION (REGIONAL) 2836 1155 159
PERCENT DYING PRE-TX - S ,
STANDARD DEVIATION (REGIONAL) 464 12 53

(SOURCE: CONSAD F{ESEAR’CH)



OTHER CONSIDERATIONS -

There have been a number of other concerns veXpréssed by UNOS we
believe that these concerns only serve to distract from the real issues.
Also, these UNOS concerns hold very little if any foundation.

1. “Local use of organs prdmotes donation.” There is no documentation
supporting this claim. In fact, we believe that public trust in a fair system |
is the cornerstone of organ donation.

2. “Greater organ sharing will result in. the closure of some centers and
will create an access problem for patients.” As the enclosed map
illustrates, most transplant centers are clustered arouncl large metropohtan
areas. We believe that greater sharing may result in consolidation within
the transplant community but that it will have no impact on access. In
fact, we believe that it may improve access.

3. *Transplanting the sickest patients first is a poor use of donor -
orgaﬁs.” ‘As illuétrate‘d‘abOQé, status 1 patients derive the gréatest benefit
from transplantation. We point out that every system that was modeled
using the ULAM tool began with transplanting 'local Status 1 patients as the
highest priority. The message from competirig transplant centers is that
status 1 patients are indeed the most important patients to transplant
unless the'y«are in another part of the country. | -

ALLOCATION AND MEDICAID

An important issue that has been raised is the impact that greater



sharing will have on the Medicaid population. NTAC President Craig Irwm
serves on the Oregon Medicaid Transplant Criteria Comnnttee and has
devoted a great deal of time to improving access to transplantation for the
Medicald population. |

Theré is no federal law mandating that states cover any organ -,
transplants under their Medicaid programs. When states do cover organ
transplants, often they require that beneficiaries use in-state facilities if
they are available and if they are capable of prowdmg the needed
services. There are also options for rare cases. If coverage exists, but
there are no in-state programs, then the state negotiates with a transplant
fat:ility in another state for the provided services. The rate of payment is
based upon the reimbursement rate in the beneficiary’s home state or the
reimbursement is negotiated. There is tremendous latitude. In any event, .
whenever a Med‘i'caidv beneficiary requires services in an VOu't,—of—
state facility, federal regulations mandate that the 'b,enefi‘ciaries
home state provide reimbursement for travel, accomodations for
the patient, as Well as for a necessary “caretaker/ companion.”

Based upon the federal regulations, and the optinns that are available to
statés and beneﬁtiaries; NTAC strongly believes that any consolidaﬁon‘ that
results from greater liver sh‘aring will not impélct the ability of Medicaid
benef1c1ar1es to access liver transplant centers. Even if in state facilities
are eliminated.due to consolidation, then the states must make the '
appropriate arrangements to provide care with an out of state fac111ty as
well as assist in the transportation and accomodations of the patient.



RECOMMENDATIONS

We believe that the Secretary should proceed to pnblish final liver
allocation rules. We further believe that it is in the best interst of the
American public to have a system of Ali'Ver allocation based upon medical
~ necessity as opposed to geographic priority. It is apparent that status 1
patients who receive liver transplants do derlve the greatest net beneﬁts
from the procedure By combmmg these features into our allocation .
system NTAC believes that utility and equity will both be mammlzed,

We have offered the following proposal based upon our review of the
Liver Committee report to the UNOS board of directors as well as our own
assessment of the ULAM data.



'NATIONAL TRANSPLANT ACTION COMMITTEE
PROPOSAL FOR
THE ALLOCATION OF LIVERS FOR

ORGAN TRANSPLANTATION

1. Livers should be allocated based.upoh the medical status of the patients. All.
- patients within a given health status should be eligible for a donated liver before
patients in a lower priority status.

2. The allocation order should be as follows:

LOCAL REGIONAL  NATIONAL
sTATUS T -1 2 | 3
STATUS.2 4 5 | 6

STATUS 3 7 8 9

3. NTAC supports two suitable options for defining geographic boundaries:
a. local = local 'OPO service area regional =UNOS region -
b. local = 500 mile radius from donor regional = 1000 mile radius

4. Criteria should be developed for deflnmg the patient statuses from 1-3. For
example, patients who are currently listed in Status 3 but who exhibit esophageal

varicies or, patients with small intra-hepatic tumors may deserve higher priority status
on the waiting list. . The goal of the criteria should be to increase use of clinical factors

to determine priority on the waiting list l_nstead of patient location (ie. at home, in
hospital, etc...). The OPTN should monitor transplant centers for compliance.

5. Transplant center performance standards should be established based upon patient
mix and patient mortality. Centers that fail to meet the performance standards should
be placed on probabation subject to ellmmatlon from the network if they fail to meet the

established standards.



_Dlsirlbuhon of All Current Liver
Transplant Progrums

by 1995 Volume

@ 35 or more transplants

. Less than 35 transplants




Dec1d1ng Wh1ch Dahents to Save

The board of the orgamzatmn that demdes who -

' gets lwer transplants voted. last week to.change its

rules for patients facing imminent death. Those who . ..

might' benefit the most will go ahead of others

: ‘'who are also very sick but less likely to benefit. In
“ ., 'many-regions there are not. enough livers for every

patnent who néeds a transplant. Rationing i 1§ inevita-

‘some measure of potennal benefrt makes sense. But S

every such.comparison is troublmg, which is why up
to- now. the waiting lists have béen based solely on’
severity of illness and time of Wamng, which evades -
making )udgments Moreover, it is easy to imagine-

* heart-wrenching comparisons that would be virtual-

',“,ble But ‘the prospect of weighing one- pat1ents~

J;survwal agamst another is an. ethical quagmire.

.- Theboard of the United Network for Organ Sharing -
. deserves -credit for tacklmg the' troubling issue, -
though ‘some experts say n,s rrecommendanons~

_— come up-short. °

Under current rnles lwer transplants go to

patlents who are sickest and have been on' the

" waiting list’ longest no matter what their chances of -

. siirvival. The new ruleés would add another consider-.
_ ation for those ¢lose to-death — the:likelihood thata
- tt'ansplant would gnve the pauent a good chance of”
survrvmg : '
~7 ...+ < Thus, the new rules would glve fxrst pnorlty to.

o panents suffermg froma sudden and complete liver
- failure that is expected -to kill them within days,
. while placing imminently threatened patients who

:suffer from long:standing, chronic liver: problems in-
' " the second most urgent category. The rationale is

“ that the acutely ill patients can be more successful- :

‘from hepatitis C or B infections;.could be pushed too

- far down the llst to recelve a transplant they need to "
S survive. .
As long as hvers must be ratroned factormg m .

Ceow

iy cured. Spec:fxcally, the new rules. would put.at! "

_ thetop of the transplant list patients whose livers
¥ -have suddenly collapsed or whose first liver trans-
.~ plant" failed. within- a week,’ and- children whose "

" 'nervous. systems" would be ‘threatened by delay' )
- -That means. imminently threateried patients with
" “chronic liver problems, such as: cirrhosis or damage o

v

ly impossible to make on any reasoned basis. That is-

‘presumably.why the board identified specific,. rela-5 L A
tively easy -to-call cases. of panents who should rxse o

to the top.” ‘
- But. some transplant experts pauents and sur-‘ )

vgeons say that much of the liver scarcity for.the .= - . -

" most severely ill patxents is an artificial constructof . . ... .
- the organ allocatmn rules. The country is carvedup * -, - -
into ‘regions with - widely" disparate -waiting lists: . .~ R
‘Nationwide, last year, 7,297 people waited for liver- .~ "~ "- ="
transplants and’ only 3922 received them. But the - B
‘imbalance between. the supply and ‘demand. for .= -
“livers-differs widely among specific regions. Many. ..~
* surgeons; such as.the director of transplantationat = .
Mount: ‘Sinai- Hospxtal in New York City, Charles: T
Mrller, say the most. important change needed is to SN
“even out the regional imbalance, thereby greatly -
. al]e\natmg the need to ration. It is also importantto ' -
improve. the :mechanisms -by which donors:are .
recruited. More donors could greatly allewate the L
need to ration.. :

. The board’s new: rules do ‘not. correct regxonal“-

' ilmbalances There will be hearinigs on this issuein .~ -
Washington next. month But the board has takena - = ..
: useful step. Some surgeons would prefer to decxde' C

themselves which of their patients can best take

advantage of the limited number of livers available N

for. transplanzauen But other surgeons want- no. ... .,
such responsxblhty and prefer, in giving a. trans- S
plant to one dying patient before another; toput the, "~ :
onus.on national rules that everyone can agree aret‘ IR

free of personal bxas

1)9 Nem ﬂgm'k omws

MONDAY NOVEMBER 18 1996
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"THE SECRETARY OF HEALTH AND MHUMAN SERVICES
WASHINGTON, D.C. 20201

NV -8 159

- Mr. David M. Matter
801 Undercliff Road
Pittsburgh, PA 15221 !

Dear Mr. Matter:
I am responding to your letter to the Pre91dent regardlng human
organ transplants You have cogently and succinctly summarized
. several of the issues with which the organ-transplantation
community has been struggling for several years. In particular,
I share your desire for a prompt and fair resolution to issues
over allocation of human livers and am commltted to achlevlng
such a resolutlon.

Liver allocatlon ‘is of special concern to me for three reasons.
First, the number of patients in need of a liver transplant far
éxceeds the number of livers available. Second, on any given

' day, some of these patients are at a stage Where they face
imminent death if a transplant is not performed immediately;
others are substantlally more ill than they were when their names
were entered on the waiting list. Third, good worklng :
relationships between organ-procurement organizations and organ-
transplant: centers are crucial to an eff1c1ent and successful
system. ‘

The challenge is:to define sharing and allocation policies that
are effective, efficient, and equitable. However, we must
recognize from the outset that, so long as demand gsignificantly .
exceeds supply, any policy for sharlng and allocating livers will
mean that some patients awaiting liver transplants--determlned by
transplant "status," geography, or other factors--will have a '
greater chance of a life-saving transplant than others and any
policy will alsoicreate other trade-offs in areas such as quality
of life and graft survival rates. Some patients and some ‘
transplant facilities will be winners and some losers. And any
decision, whether it be a new policy or a reaffirmation of the
current one, is certain to draw intense public and Congressional
interest. In fact, the Conference Report for the FY 1997 Omnibus
Spending Bill (H.R. 3610) specifies factors that theé Congress
expects to be considered in a revised liver allocation mechanism’
and states that no organ allocation changes are to be adopted
untii the Congress can be assured that these specified prlorltles
are addressed.

My staff and I hQVe paid close attention to the deliberations
within the Organ: Procurement and Transplantation Network (OPTN)
regarding liver allocation. I understand that the OPTN Board and
its associated committees have recognized the need to improve
upon current policies and have offered some proposals related to
standardlzlng wait list criteria. At the same time, I am
disappointed that the allocation policies to date have provoked
considerable unresolved controversy within the transplant
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Page 2 - Mr. Davfd M. Matter

community. In addltlon, I recognize that you believe that the
decision-making processes of the OPTN are not well attuned to

making these kinds of choices, i.e., that OPTN members may be

perceived as hard-pressed to endorse any pollcy option that :
portends dlsadvantage for their own institutions and patlents. I
want to ensure that any federal éec151on regardlng this issue lS
free from that perceptlon

Therefore, 1 1ntend to take three actions related to these.
issues. First, I have asked Assistant Secretary for Health
Philip R. Lee, M.D. to chair a special panel which will hold
public hearings on these important issues. The purpose of the
hearings is to hélp the Department assess the issues associated
with allocation 6f human livers for transplant, to review the
OPTN policy and the principal alternatives, to advise me on their
relative merits, ‘and to seek ideas on how to increase organ
donation. Second, on the basis of these consultations and the
other public comments we have received, I will determine in the
next three months which of the liver allocatlon policies’ promises
the best result for the patients of America. Third, I then will
submit to OMB the text for a final rule that COdlfleS the
structure and basic operating principles of the OPTN (and enables
HHS and the general public to have greater input into significant
OPTN policies such as liver allocation) and embodies my decision
with respect to liver allocation. I wish that this process could
be accomplished more rapidly, but I do not believe we can ensure
a high-quality, credlble outcome within a shorter time frame.

while these actlons are under way, HHS will explore ways to
intensify efforts to increase organ donations. The hearings will
greatly assist the Department as we rev1se our plans. Currently
more than 7,000 1nd1v1duals are awaiting a liver transplant;

yet, in the nexti12 months, only about half the required number
of donor livers 1s likely to become available. A similarly
severe dlsparlty‘between demand and supply exists for other
organs such as hearts and kldneys !

On November 8, I forwarded to the Federal Reglster a notice

announcing the public hearings, which are to be held December 10

and 11, 19%6, 1nfBethesda, Maryland. :I have enclosed a copy of

the notice for ydur convenience. We welcome your participation.
" Finally, appended are the answers to your specxflc questlons

Thank you for sharlng your views on thls 1mportant issue.

PG F SRS ARV P S

.Shalala

Enc¢losgure

R R e
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RESPONSES TO QUESTIONS OF DAVID M. MGATTER

Transmmed 10 President Clinton by letter dated September 30, 1996

INTRODUCTION |
Over the last several years, the United Network for Organ Sharmg
(UNOS), the DHHS contractor for the Organ Procurement and
Transplantation Network (OPTN]), and the University of Pittsburgh, an
advocate for an alternative to the current OPTN liver-allocation policy,
have commissioned, substantial computer modeling efforts to detérmine -
possible effects of different allocation policies. The modeling for UNOS
has been performed by the Pritsker Corporation of indianapolis, Indiane;
and the modeling for the University of Pittsburgh Medical Center

(UPMC) has been performed by the CONSAD Research Corporatlon of
Plttsburgh Pennsylvama !

i.

The most recent médelmg efforts include projections for (1) the current
liver-allocation policy, (2) an alternatwe pohcy proposed by the UNOS
Board of Directors {(which functions as the OPTN policy board), (3)

- ‘severa! policies proposed by OPTN committees, (4] a proposal for

' national allocation offered by UPMC among others, and (5) a policy.
called “In-Patient Flrst Pritsker has modeled approximately 30
alternative policies but was not asked to model the “In-Patient First”
Policy. The projections available from these models include mformatron )
on pre- and post- transplant deaths, days to transplant for wartmg list
patients, patient life years pre- and post- transplant, the number of

different patients transpiamed graft (transplant) survival rates and
other factors.

In the answers that follow, both Pritsker and CONSAD pr01ectrons are
included wherever applicable numbers are available. They are the
results of computer sirnulation models that take into account varymg
probabmttes of dymg with, or without, a liver transplant. Prolectrons |
generated by such models are extremely sensitive to assumptions and
formulae used. Moreover the technology of transplantatron is
'improving rapidly <- making projections necessarily uncertain; and |
neither.of the models considers the possibili ity that either an’ increase of
decrease in organidonatlon could result from a change in pohcy

ki
}
a
L
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In addition to dlfferences in the detailed structures for the models and
the startmg assumptrons ‘used for partrcular simulations, the models’
projections often are presented in different ways. For example, Pritske
presents projections covering years 2 through 4 after each postulated
policy change (recognizing that estimates for Year 1 will be heavily
influenced by the phase out of the old policy and thus not be
reasonably representative of the new policy); whereas CONSAD

 presents pro;ectlons covering years 1 through 3. - Notwithstanding the
-differences in the: models and how their results may be presented,
expert reviewers have found both models sufflcrently credible for use
as alds to policy- makxng :

The tables presented in answers to Questrons 1-3 below mclude codeés

and abbreviations! defrned as follows
{

—

Patient Status:

A/PNF - Acute/Prrmary NonFunction;
patlent is in intensive care unit (ICU)

1 - Patient is chronically ill and in ICU. - \
2 - Patlent is continuously hospltahzed in an acute care
bed for at least five days or is ICU bound
.. 3 - ‘Patlent requires continuous medical care but not
' contmuous hospitalization.
4 - Patsent is at home and functlomng normally

7 - Pat:ent is considered temporarily unsurtable for transplant.

.
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Question 1. What‘pro;ectrons or data has. DHHS prepared or compaled
which compare pattent lives saved by Status, pre- and post-transplant
for the current liver allocation system, the UNOS Board proposed

i changes, the UPMC proposal and the In-Patient First proposaP

Neither Pritsker nor CONSAD presents results in terms of “Iives saved”:

\

rather, they proje‘ét deaths over time. Therefore, in the tables below,
differences in the number of projected deaths for each policy optlon
when compared w:th the current policy are presented as “lives saved. "
Pritsker pro;ectlons are “by status”. CONSAD pro;ectlons are for all
patient groups.in the aggregate.

2

4

LIVES SAVED PRE-TRANSPLANT

PRITSKER PROJECTIONS:

iBoard

Patient | Current Lives [ uemMc Lives IP 1st Lives
Status Policy iProposal Saved Proposal | Saved Proposal Saved
A # deaths [ & deaths {Board)l | # deaths | (UPMC}2 | # deaths {IP 1st}
A/PNF se | 32 |. + 66 87 +21 | ma MR
1 | os; | 640 -129 79, +432 NA | . WA
2 a8s i 469 + 16 399/ + 86 KA NA
3 887 ] 913 - 16 . 1067 ~170 NA ).
4 31e 306 + 12 328 ~ 10 Na ~ NA
7 | T13ss 1412 - 16 1003 +392 NA NRA
Total | . 3704 37171 - 67 | 2963 +741 | wma NA
CONSAD PROJECTIONS:
Al Current [ Boaxd Lives | UPMC Lives IP 1st Lives
Status Policy Proposal | Saved Proposal | Saved Proposal Saved
Groups # deaths | # deaths | (Board)l | § deaths | (UPMC)2 | # deaths | (IP 1st)3
Total 4571 4556 |« 15 4216 . 4355 4060 +511
1. column 2 -~ column 2. column 2 - columm S 3. column 2 -~ column 7 .

-
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LIVES SAVED POST-TRANSPLANT

PRITSKER PROJECTIONS: :

£ . e
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o

e

patient | Current Board Lives |upuc Lives | IF 1st Lives
Status Policy ?Ptcpcsal Saved Proposal | Saved Proposal Saved
# deaths |i#f deaths (Board)l | # deaths | (UPMC)2 | & deaths | (IP 1st)
A/PNF ‘114, [} ass - 84 143, |- 29 NA NA
1 781 |I 424 + 357 1826 - 1045 NA RA
2 $02 Po1127 - 225 1226 |- 222 NA NA
3 712 6313 . 79 50 + 662 NA _NA
4§ - 30 65 | - 39 1 e 29 NA L NA
~Total 2539 . 2451 + 88 3144 - €0S NA . RA
CONSAD PROJECTIONS: |
i , :
All Current %Board Lives | UPMC ‘ Lives IP 1st Lives
Status Policy . Proposal Saved Proposajl Saved | Proposal Saved
Groups | # deaths [/ # deaths | (Board)l | # deaths [ (UPMC)}2 | # deaths | (IP 1st)3
fotal | 2468 2498 - 30 2527 -s9. | 21 | - 226
LIVES SAVED TOTAL (PRE-TRANSPLANT PLUS POST-TRANSPLANT) g
Current ?Boa‘r’d Lives UPMC Lives IP 1st Lives
Model Policy : Proposal Saved Proposal Saved Proposal Saved
# deaths | # deaths | (Board)l | # deaths | (UPMC)2 | # deaths | (IP 1st)3
Pritsk. : ' ! |
pre: 3704 31N - 67 2963 +741 :
post: 2539 i 2451 + 88 3144, -605 Ha N2
total 6243 6222 -~ 21 €107 +136
CONSAD R o ’ ;
pre: 4571 4556 + 15 4218’ +35S 4060 +511
post: 2468 2498 - 30 2527 - 58 2734 -266
total 7038 7054 - 15 6743 4296 | 6794 +245
1. column. 2 - column 3 2. column 2 - columm S 3. column 2 - column ?
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Question 2. What projections or data has DHHS prepared or compiled
which compare total patuent life years saved by Status, pre- and post-
transplant, for theicurrent liver allocation system, the UNOS Board

proposed changes, the UPMC proposal and the ln-Patnent First
proposal? C o

-

-
-~

“Life-years” is an alternative measure of life-saving effects. It is
particularly appropriate when, as in the case of liver transplants, very '
few patients achieve normal life expectancues even if they receive '
treatment. Nelther Pritsker nor CONSAD present results in terms of

patient life years saved ” Instead, they show total life years for
patients over a three year penod ; :

§' .

PATIENT LY FE-YEARS PRE;;- TRANSPLANT

. L 3
PRITSKER PROJECTIONS: i

Patient | Current rﬂoard diff. UPMC diff. IP 1st diff.
Status Policy ;Proposal {Board} . Proposal {(UPMC} Proposal (IP 1st)
life-yrs |'life-yrs | life-yrsi | life-yrs | life-yrs2 | life-yrs | life-yrs
S — L ‘ - 3 Ataiit I B , Hieny
' A/PNF T 32 7 - 25 31 - 1 NA HA
Y so | o1 | e 27 10 < e | NA
2 507 (. 487 - | - 20 417 - 50 RA NA
3 13904 |l 14338 | + 234 | 16830 + 2926 RA NA
T A '
' . 9184 . sesss - 326 ‘9628 « 444 A NA
7. 2863 . 288S .« 2 2998 +.115 | ma NA [
1 N e
Total 26A00 , 26492 - 108 2991% 4 3314 NA NA
CONSAD 'PROJECTIONS: !
Al ‘Current .Board diff. UPMC diff. IP 1st diff.
Status folicy .Proposal | (Board) Proposal | (UPMC} | Proposal | (IP 1st)
Groups | life-yrs |life-yrs | life-yrsl |'life-yrs |life-yrs2 | life-yre | life-yrsl
Total 15093 “ ;7105 < 2012-- 1B683 + 3.590," 19580 + 4487

1. column 3 - column

B et ¥ T

2. column 5 - column 2!

3. column 7 - column 2
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PATIENT LIFE<YEARS POST-TRANSPLANT

PRITSKER PROJECTIONS :

doog .-

Patiént | Current | Board Qiff. UPHC diff. 1P 1st agee.
Status Policy i Proposal {Board)l | Proposal (UPMC) 2 Proposal (1P 1ist}
..., |3ife-yre | life-yrs- | life-yrs |life-yrs | life-yrs | life-yrs | life-yrs
 A/PNF €53 1276 | + 623 812 | +. 1ss | WA NA
3 3812 | 2077 - 1735 | 8955 | + 4943 NA RA
2 8629 | 10817 + 2188 11300 « 2671 N NA
3 | 11199 9983, | - 16 8g2 | - 10317 KA WA
4 413 1100 | + 682 17 { - 4«02 KA. I
Total | 24712 25254 « 542 21765 | - 2947 ®A . | . Na
| CONSAD PROJECTIONS !
A1l | current | Board difs, UPMC Qiff. 1P 1sc Qiff.
Statusg Policy "Proposal (Board)l | Proposal (UPMC) 2 Proposal (1P 1st33
Groups | life-yrs [ilife-yrs | life-yrs |life-yrs |life-yrs | life-yrs | life-yrs|
Total | 37107 36074 - 33 | 36465 « 358 | 35537 |-"s70 .
PATIENT LIFE-YEARS TOTAL (PRE-TRANSPLANT PLUS POST-TRANSPLANT)
Current | Board aiff. | uemMc Qiff. IP 1st | diff.
Model | Policy | Proposal | (Board)l. { Proposal ' | (UPMC)2 Proposal - | (IP 1st)j3
life-yrs | life-yrs | life-yrs |life-yrs | life-yrs | life-yrs | life-yrs
Pritsk. , Co . .
pre: 26600 26492 - 108 29914 | + 3314 NA NA
post: - 24712 | 25234 + 542 21765 - 2947
total | 51312 || 51746 . | + 434 51679 | + 367 |
CONSAD i :
pre: 15093 | 17105 | « 2012 18683 | + 3590 19580 | + 4487
post 36107 | 36074 |- 33 36465 |« 1358 35537 - 570
total - s1200 | 53179 | + 1979 55248 |« 3948 55117 |+ 3817
1. column 3 - column 2 2. column S - column 2 3. column 7 - column 2
&
i
:
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Question 3. What jprojections or data has DHHS prepared or compiled
‘which compare disparities in waiting times by Status by UNOS region,
pre- and post-trangplant, for the current liver allocation system, the
UNOS Board proposed changes, the UPMC proposal and the In-Patnent

: proposal'? o !
’ ki .
Both Pritsker and CONSAD have modeled the expected effects of

- various hver—a!locatlon ‘policies on waiting times for a transplant. The
Pritsker projections are both “by status” and “by UNOS region”..
CONSAD projections are “by UNOS region” only These tables are

~ presented on the fo!lowmg two pages.

.u

i




Pritsker Projections:

AVERAGE WAITING TIME (DAYS) TO TRANSPLANT BY STATUS AT REGISTRATION
(UNOS Liver Allocation Simulation Models Summary)

Status4 =~ -

i o oStatus A/PNF - | -»-w-—St>a(us~!m-—-r~-~‘~ « - Status 2~ - o0 <Statusd
.;UNOS REGION | Cur. | Brd [ -UP [Cur. | Brd | UP | Cur. [(Brd | UP | Cur. | Brd | UP | Cur | Brd | UP |
- | MC T Me ' MC | | MC | MC
- | Region 1 27 |3 |15 | s 125 |9 | 255 | 243 | 147 | 476 | 491 | 445 | 726 | 716 | 683 |
‘Region 2 25 |5 | 14 132 | 228 | 61 | 21, | 250 [ 172 | 417 | 445 | 434 | 796 | 822 | 810 |
Region 3 12 [ 4 [ 10 |31 [ 43 |5 | 60 | 68 | 100 |- 168 | 191 | 346 | 365 | 351 | 479
Region 4 19| 2 [ 21 [43 |66 | s | 93 |10 o1 [ 241 | 253 | 356 | 594 | 554 [ 704
‘Region’s 13 ) 3 [ 6 |49 108 | 14 | 136 144 | 109 | 321-| 346 | 368 | 605 | 609 | 603 |
| Region 6 41 | 10 |24 |59 | 81 | 5| 132 )16t ] 96 | 283 303 [ 352 ) 419 | 517 | 516 |
Region 7 143 9 |66 | 117 | 20 [ 122 {138 | 107 | 331.| 357 | 378 | 527 | s21 | s92
‘Region 8 28 | 1| 13 | 60 {100 | 8 | 144 | 149 | 114 ] 290 | 294 | 364 | 452 [ 424 | 517
‘Region 9 16 | 3 | 107 47 [ 88 | 9 | 147 [ 150 | 104 | 420 | 420 | 398 | 750 | 735 | 731 _';f
Region 10 19 [ 4 | 13 |54 [ 76 | 7 132 [ 127 | 110 | 316 {319 | 382 | 523 | 538 | 636 |
- | Region 11 24 |4 |20 [ 44 727 ] s [ e3 |97 [ | 212 | 216 355 ) 391 | 376 | 484
| Total | 19 | 4 | 12 | 63 | 107 | 20 | 134 {145 | 123 | 301 | 319 { 383 | 577 | 577 | 639 |°
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AVERAGE WAITING TIMES (DAYS) TO TRANSPLANT FROM REGISTRATION

BY UNOS REGION.

. UNOS Current Policy ‘Board Proposal - UPMC Proposal . In-Patient First
REGION ‘ Proposal

oo | Consad” | Pritsket [ Consad | Pitéker | “Conisad | "Pritsker | Cotisad | Pritsker ™
Region | 102 | 427 107 | 451 105 354 110 | NA.
‘Region 2 126 37 127 414 124 | 219 121 [ NA
‘Region 3 23 159 25 | 172 109 | 221 81 | NA.
Region 4 o1 | 232 93 240 13 270 100 N.A.
Region 5 121 | 318 117 | 358 119 [ 296 109 | NA.
| Region 6 s6 | 231 62 | 253 107 234 | 94 N.A.
Region 7 Tus [ 300 120 | 322 110 2715 | 105 | NA
Region§ 1o 236 110. 240 123 | 227 1060 | NA.
Region 9 119 [ 391 e | 410 | us | 334 107 | NA.
| Region 10 - 88 |- 263 or | 266 1o |- 261 93 N.A.
‘Region 11 70 | 186 70 189 123 | 226 88 | Na.
" Standard Deviation| 32 | NA. 31| NA 7 | NA 12 | NA

Voaem s ot m ke QN s letTEWRS

LVI4VIA¥03S 0HYH

SETZ S0Z 202 XVd S€:TT anr 86s21/11

s
=R
ok
{4




11/12/96 TUE 11:35 FAX 202205 2135 EXEC SECRETARIAT. . ' @o13 i

Question 4. If the In-Patient First proposal will save more .
patient llves, 1ncrease total patient life years, and equalize
waiting times for patients in a similar medical status across the
country when compared to the current system, are there
demonstrateéd negative effects to pat1ents of such proposal which
outweigh the benef1ts’

Question 5. If;the UPMC proposal will save more patient lives, |-
increase total patient life years, and equalize waiting times for
patients in a similar medical status across the country when '
compared to the .current system, are there demonstrated negative
effects to patxents of ‘such proposal which outwe1gh the beneflts?

The modellng results are not as straight- -forward as presumed in
Questions 4 and ‘5 for the three measures: spec1fied lives saved,
patient llfe-years, and waiting times. Moreover, for certaln(
others measures i (in particular, total patients transplanted ‘and
quallty of llfer neither the In-Patient First proposal nor the
- UPMC proposal appears to offer an 1mprovement over the current .
pollcy. i
) ' .
As indicated by ‘the tables provided in response to questlons 1-3
Pritsker has modeled the current OPTN liver-allocation policy,
.the Board’ propogal and the UPMC proposal but not the In-Patient
First proposa1‘§ CONSAD has modeled all four. The models show
similar results ‘in some areas and divergent r :sults in some other
areas, as hlghllghted below. A

4

.!
1. Lives Saved ;

With respect to {*lives saved total”, the modeling results are
similar.  PritskKer projects that the .Board proposal would yield
an outcome almost identical to the outcome for the current. policy
(i.e., a 0.3% 1mprovement) and that the outcome for the UPMC ‘
proposal would be better than both (i.e., about a 2% o
1mprovement) CONSAD also projects that the outcomes of the
Board proposal and the current policy would be almost identical
(i.e., a 0.2% increase in deaths with the Board proposal). and
_ that the outcomeés for both the UPMC proposal and the In-Patient
First proposal would be better than those for the other two
proposals (i.e., about 4% and 3.5% improvement, _respectlvely).

Hdwever, the modeling results diverge somewhat whén broken down:
.by ®lives saved'’ pre-transplant’ and " lives saved post-
.'transplant’ For example, Pritsker projects that the UPMC
proposal, compared to the current policy, would produce about a
20% 1mprovementc1n the pre-transplant category but an almost 24%
decrement in the post-transplant category. CONSAD projects a .
similar pattern(albeit with changes of smaller magnitude) for
both the UPMC proposal and the In-Patient First proposal when
each is compared to the current policy. In particular., CONSAD
pro;ects 1mprovements of ‘about 8% (UPMC) and 11% (In-Patient
First) in the pre-transplant category and decrements of about
2.5% (UPMC) andrlle (In-Patient First) in the post-transplant
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category. These;dlscrepan01es probably stem from differences in
_the 'structures of the models, the assumptions used for particular -
‘simulatidns, and the way results are presented (see
Introduction}. For example, the CONSAD model seems to include
more favorable assumptions regarding post-transplant mortallty
than does the Prltsker model. :

2. Patlent Llfe-Years o ‘ : . : ot

With respect to ' patlent life-years total”, Pritsker projects
that the outcomes for the Board proposal and the UPMC proposal
would be almost identical to the outcome for the current policy
(i.e., 1mprovements of 0.8% and 0.7%, respectively). 1In
- contrast, CONSAD;pro;ects that all three proposals for a new
policy would be superior to the current policy: i.e., a 3.9%
improvement (Board), a 7.7% 1mprovement (UPMC), and a 7.6%
improvement (In~Pat1ent First).

'As with "1lives saved' the modeling results for patlent life-

- years total” dlverge when broken down by *pre-transplant patient
life-years” and ®post-transplant patient life-years”. For
-example, for the pre-transplant category, Pritsker projects a
12.4% improvement for the Board proposal over the current policy;
whereas CONSAD projects improvements over the current policy of
23.8% (UPMC) and/ 29.7% (In~Patient First). Further, for the
post-transplant category, Pritsker projects an almost .2%
decrement for the UPMC proposal compared to the current policy; |
‘whereas CONSAD projects almost no change from the current policy
for either the UPMC proposal (a 1% improvement) or the In-Patient
First proposal (about a 1.5% decrement) .

3. Waiting Time to Transplant

The substantial dlfferences in the absolute values of the waiting
times projected by Pritsker and CONSAD (see tables in response to
Question ‘3) suggest some fundamental differences. in their ]
approaches to this aspect of the modeling -~ possibly different
definitions of waiting time. Even the rankings of Regions with

. respect to projected waiting times under the current policy are
different. Direct comparisons of the modellng results therefore
could be serlously misleading.

l

Nevertheless, the pro;ectlons of both' models are qualltatlvely
consistent with the reduction in waiting-time disparity across
Regions that onefwould expect for the UPMC proposal. For
example, the CONSAD model projects that the UPMC proposal, in
achieving a crosé-Reglons standard deviation of 7 days compared
to 32 days for the current pollcy, reduce waltlng time slightly
in four Regions while increasing waiting times in seven Reglons -
- in some cases gubstantlally (e.g., greater than 4 times in
Region 3). g ’ :

-

n
!

¢
%
#*

« vt snheite e s Fom


http:curre.nt

11/12/96 TUE 11:36 FAX 202:205 2135 ' EXEC SECRETARIAT | @o1s -,

K . i

A .y

4. Other 66nsiderations

-

The UPMC and In-Patlent First proposals seem certain to reduce
the total number of individuals who receive a transplant. That
-is, by transplantlng a hxgher percentage of sicker patients, one
would expect an increase in the number of transplant failures and
_therefore an incréase in the number of second (and even third)
transplants. For%every liver used for a repeat transplant, one
fewer 1nd1v1dual can receive a first transplant.
According to Prltsker pro;ectlons, the . current policy would
enable 12,650 total transplants over three Years; of these,
10,990 would be to first-time (non-repeat) patients and 1,660
would go to repeat transplants, For the UPMC proposal, Prltsker
projects that first-time patients would receive only 10, 230
transplants -- a reductlon of 760.

In addition, the UNOS Lmver Committee and the OPTN Board have
considered a widel variety of other measures. One of the most
1mportant is quality of life. Any policy changes that were to

. increase waiting time for a transplant significantly could have
an adverse effecﬂ on quality of life overall -- for, in general,
post-transplant health for liver patients is better than pre=
transplant health. In this regard the Pritsker model projects
that the UPMC proposal would increase the lower-quality pre-
transplant life years from 26600 to 29914 while decreasing the
higher-quality post transplant life years from 24,712 to 21,765.
The CONSAD model ‘projects a similar increase in pre-transplant
life-years (from‘15093 to 18683) for the UPMC model but also
projects a modest 1ncrease in post-transplant life-years (from
36107 to 36465)
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'Questlon é. DHHS has data which indicate significant differences
in risk of mortalxty for liver patients, pre- and post-
transplafit, betwéen centers performing more than 35 transplants
per year and those performing fewer than 12 transplants. Are
there demonstrated medical benefits to patients to encourage
patients to choose to be transplanted'at high rlsk centers°

There are data that would indicate that in the aggreqate centers
that do fewer than 12 transplants per year are higher risk
centers, and that the centers with more than 35 transplants
annually have the lowest mortality rates. However, not all low
volume centers (i.e., fewer than 12 transplants per year} are
‘higher risk centers. ~Some have high survival rates and some have
low survival ratés. In 1993, four out of 17 centers doing under
twelve transplants per year had a survival rate above the
national averageﬂand above the Medicare standard.

i
In other words, volume is an imperfect proxy for risk. -

-The reasons a paﬁient may choose a low volume center or a higher
risk center are that it may be closer to home and more
convenient, and that the waiting time: may be shorter at the low
volume or hlgher rlsk center. :
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Question 7. Of those centers performing fewer than 35 liver
transplants per year, how many are approved for participation in
Medicare; Medicaid, VA or other federal government programs for .
reimbursement for liver transplants?

There were 73 llver transplant programs performlng fewer than 35
transplants in 1995. Twenty-two of these were Medicare approved
centers. Both VA approved programs did fewer than 35 transplants
-in 1995.

As of October 2, 1996, there are a total of 118 liver traﬁsplant
programs in the U.s.. Sixty of these are Medlcare approved
centers and two are VA approved programs.
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Question 8. How many centers are performing fewer than 12 liver
transplants per year, and are any of those centers approved for
participation in Medicare, Medicaid, VA or other federal
government programs for reimbursement for liver transplants?

The minimum number of transplants that a Medicare-approved liver
transplant program can perform is 12. .
None of the Mediéare centers did fewer than 12 in 1995. Neither
of the VA approved programs did fewer than 12.

NP
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Question 9. Has DHHS established any criteria for determiﬁiﬁé
when the mortal;ty rate at a liver tramsplant center is

unacceptable soithat the center may not participate in government
reimbursément programs or receive livers for transplants?

The Health Care! Flnanc1ng Administration (HCFA) has establlshed
performance criteria for approval under Medicare. HCFA regquires
liver transplant programs approved for Medicare to achieve 77%
one~ryear survival and 60% two-year survival rates. Centers must
notify HCFA if their volumes fall below 12 and if their survival
rates fall below the initially required survival rateés. HCFA
will allow the program an opportunity to explain and improve 1ts
numbers. If there is no improvement HCFA has the choice of

discontinuing reimbursement. To date, HCFA has not dlscontlnoed~
reimbursement for a liver program.

' These HCFA standards are intended to protect Medicare and
Medicaid patients and do not prevent centers that are not
approved from transplantlng private pay patients.

The OPTN Membershlp and Professional Standards Committee has put
in place a peer ireview process for monitoring any transplant

programs whose outcomes are in the lovest performance level.

This process includes prov151on for an on-site review of the .
program. The intention is to correct deficiencies that have

resulted in its being a low-performing program.

Transplant Center-Surv1va1 Rate Reports produced by HHS show that
some transplant prograns do bring their survival rates up to the
national average over a period of several years. For exanmple, of
the 17 lowest performlng liver programs in the first Center-
Survival Rate Report all either inactivated or improved

following the UNOS review. In the second Report there were only|
5 liver programs*ln the lowest performlng category. Only two

- were the same as’ in the first Report. Both were 51te visited and
both improved thelr performance. '

55




