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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 organ transplants and .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 transplant patients. The organization has a rapidly growing 

membership. 

NTAC supports the Secretary'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 Procurement 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 defmed in the legislation. Although the OPTN contractor has 

argued that the issue before the Department is purely a "medical issue," we 
. . 

believe that the decision ofwho lives and dies through <bur national 

transplant system.is truly a public health issue. 

Furthermore, despite a 3-year effort to develop a fair public policy on 

. liver allocation the OPTN contractor, the United Network for Organ Sharing 

(UNOS), has been unable to do so. Instead, recent UNOS actions have 

instilled tremendous hostility in the public, a lack of trust in the system 

and panic among waiting liver transplant candidates. Public trust is 

paramount in our effqrts to promote organ donation. We especially 
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condemn UNOS for its reoccuring attacks on the Department of Health and 

Human Services and especially its most recent flagrant attempts to stifle 

public criticism through this hearing process. 

With 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 medical urgency with the niost critically ill patients having the 

highest priority. Based upon the recent report of the UNOS Li~er 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 Liver 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 Coalition is unable to show any positive 

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 Transplantation Network by UNOS, is a great concern to 



NTAC. We believe that the actions of the OPTN contractor necessitate a 

further examination of the National Organ Transplant Act and drastic 

changes to ensure that the public interest in this arena of health care is 

protected. 

RULE MAKING AUTHORITY 

In a letter to Assistant Secretary for Health Philip Lee, UNOS President 

James Burdick, MD. strongly urged that the Department postpone these 

liver allocation hearings ,and that HHS "Issue a public statement 
. . 

reaffirming that both the Department and HRSA "strongly believe that the 

·complex scientific and clinical decisions surrounding these (liver allocation) 

issues are best made by the transplant community and, in particular, the 

OPTN board of directors, as a representative body of this community." 

This is not the only time that UNOS has challenged the authority of HHS 

to regulate the OPTN. UNOS filed an 'extensive complaint with the General 

Accounting Office regarding many of the prqvisions ofthe HHS Request for' 

Proposals for the upcomng OPTN contract. Much of that complaint 

centered around me authority ofHHS to regulate and oversee'the 

operations of the OPTN and UNOS. 

, ' 

Not only is HHS oversight of the OPTN clearly the intent of the National 

Organ Transplant Act, it is also critical to the interestof the public health. 

42 U.S.C. Section 274c places the administration of the National Organ 

Transplant Act under the jurisdiction of HHS. The law requires the 

Secretary to "maintain an identifiable administrative unit in the Public 



Health Service to adminster (the Act) an<;l coordinate with the organ 

procurement activities under title XVIII of the Social Security Act. .." 

Congressional rea'uthorization 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 the OPTN. In dOing so, it 

was the intent of Congress "to provide the Secretary with the opportunity 

to seek out the best possible potential applicants for this critical role. This 

change...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 Congo 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 

for~front of its success." 

Although the Act grants limited authority over medicallssues with the 

OPTN, the legislative history is clear that the oversight of the OPTN is that 

of the Public Health Service of HHS. The matching of donors and recipients 

for organ transplantation involves key medical decisions that focus on 

histocompatibIlity 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 possibly die. 

THE "UIAM" 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 org(;Ul allocation issue, UNOS developed the 

UNOS Liver Allocation Model·- t'UIAM." 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 da~, 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 outcome 

measurements in one report and then on different measurements in later 

computer runs. This makes it difficult to .make comparisons between the 

different allocation options. 

We believe that there are key outcome variables that should be the 

focus of the public policy decision and the potential benefits of any given 

allocation option. Total life year measurements such as "quality adjusted 

life years" have been a standard tool used in the overall formulation of 

health care policy .. As reported by Kaplan.and Anderson (A General Health 

Policy Model: Update and Applications; HSR: Health Services Research 23:2, 

June 1988) life year measurements have been widely used "in public policy 

decisions including Food and Drug Administration 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 oithe 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 

consideration for the patient outcomes for both those who do and do not" 

receive organ transplants we cannot derive the overall health benefits that 

accrue as a result of our policy decision. 

In a recent report entitled "The Relative Risk ofMortality 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 without tx in life years 

1 yr 2 yr 1 yr 2 yr 

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 

tharl that of status 3 patients who are essentially receiving no benefit from 

liver transplantation.' 

With respect to the matter of equity, UNOShas given virtually no 

consideration to this issue d~spite the fact that inequities in waiting times 

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 appropriate 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 region 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 

Liver Committee report to the UNQSBoard, we believe that the "Inpatient 
. . "..., 

First" policies and the "First Local National" policies show the best overall 

results and that these options maximize both utility and equity. 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 

CURRENT POUCY FIRST LOCAL NATIONAL' 

TOTAL PATIENT UFE YEARS 51,312 51,677 

6242 ' TOTAL PRE& POSTTX DEATHS 6105 

TRANSPLANTSIPATlENTS USTED 35.29%PTS 6.26%PTS. 

PER REGION (RANGE) (H: 65.()20k ' L: 30.33) (H: 43.35% L: 37.09%) 


WAITING TIME TO TX OR PRE TX 

DEATH (RANGE) 

STAl1JS 1 5.6 - 3.6 DAYS ,2.6-1.9 DAYS 

STATUS 2 10.6-5.0DAYS 7.6 - 6.0 DAYS 


(SOURCE: ULAM MODELING) 

TABLE 2 

CURRENTPOUCY 'INPATIENT ' 
ARST 

ARSTLOCAL 
NATIONAL 

TOTAL PATIENT UFE YEARS 51,n4 53,381 53,690 

TOTAL PRE & POSTTX DEATHS 7055 6794 6731 I 

,AVG. WAITINGTIMETOTX 
STANDARD DEVIATION (REGIONAl,.) 28.36 11.55 1.59 

PERCENT DYING PRE-TX 
STANDARD DEvIATION (REGIONAL) 4.64 1.92 .53 

(SOURCE: CONSAD RESEARCH) 




OTHER CONSIDERATIONS 

There have been a number of other concerns expressed 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 prOmotes dop.ation." There is no documentation 

supporting this claim. In Jact, 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 fpr patients." As the enclosed map 

illustrates, most transplant centers are clustered around large metropolitan 

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 apoor use of donor: 

organs." . As illustrated above, status 1 patients derive the greatest benefit 

from transplantation. We point out that every system that was modeled 

using the UrAM tool began with transplanting local status 1 patients as the 

highest priority. The message from competing transplant centers is that 

status 1 patients are indeed the most important patients to transplant ... 
, 

unless they 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 Irwin 

serves on'the Oregon Medicaid Transplant Criteria Committee and has 
, . 

devoted a great deal of time to improving access to transplantation for the 

Medicaid population. 

There is no federal law mandating that states cover any organ 

transplants under their Medicaid programs. When states' do cover organ 

transplants, often they require that beneficiaries use in-state facilities if 

they are available and if they are capable of providing the needed 

services. There are also options for rare cases. If coverage exists, but 

there are no in-state programs, then the state negotiates with a transpl(;Ult 

facility in another state for the. provided services. The rate of payment is 

based upon the reimbursement rate in the beneficiary's home state or the 

reimbursement is negotiated. There is tremendous latitude. In any event, 

wheflevet a Medicaid beneficiary requires services in. an otit:-of­

state facility, federal regulations mandate that the Qeneficiaries 

home state provide reimbursement for travel, accomodations for 

the patient, as well as for a necessary "caretaker/companion." 

Based upon the federal regulations, and the options that are available to 

states and beneficiaries, NTAC strongly believes that any consolidation that 

results from greater liver sharing will not impact the ability of Medicaid 

beneficiaries to access liver transplant centers. Even if in state facilities 
. " 

are eliminated.due to consolidation, then the states must make the : ' 

appropriate arrangements to provide care with an out of state facility as 

well as assist in the transportation and accomodations of the patient. 



RECOMMENDATIONS 

, 

We believe that the Secretary· should proceed to publish final liver 

allocation rules. We further believe that it is in the best interst of the 
. . . . 

American public to have a system of liver allocation based upon medIcal 

necessity as opppsed to geographic priority. It is apparent that status 1 

patients who receive liver transplants do derive the greatest net benefits 

from the procedure. By combining these features into our allocation. 

system NTAC believes that utility . and equity will both be max1mized~ 

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 upon 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 1 . 1 2 3 


STATUS. 2 4 s 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 =SOO mile radius from donor regional =1000 mile radius . 

4. Criteria should be developed for defining 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 instead of patient location (ie. at home, in 
hospital, etc ... ). The OPTN should monitor transplant centers for compliance. 

S. 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 elimination from the network if they fail to meet the 
established standards. 



Distribution of· All Curren,t Liver . 

Transplant Programs 


.. by 1995. Volume 

• 35 or more transplants 

• Less than 35 transplants 



. Deciding WhichPatien.ts to Save 
. Tte. board of the organization that decides who •. some mea~ure of poteritialbenefit maKes' ~ense, B~t 

gets liver transplants voted last week to change its every such comparison is troubling, which.is why up 
rules for patients facing imminent death. Those.who "" to no~ thew,aiting lists have been .basedso)elY on' 
might benefit the most will go ahead of 'others severity of illnessand time of waiting, which evades 

.who are also very sick 'but less likely to benefit. In making judgments. Moreover, it' is easy to imagme • 

. many regions there are notenough livers for every . ht;lart-wrenchingcomparisonsthat would be virtual- . 
" ,;:'

patient who needs atr;msplant. Rationingisinevita7 lyimpossible'to make on anyreasoned basis. Thatis 
ble, .B~t tile. prospect of' weighing. one patient's . presumably why the board identified spedfic,rela­
survival. against another .is an ethical quagt:nire. '~ively easy~to-Call '~ases of patients whO should rise,' 
The~~rdof the Uilited Netv.;or\{ for Organ Sharing to the'top. " .. '. ' '. ., " . . ',' . ., . 

'9~servescredit' for tacJding, thetroubJing' issue, '. .. ··But~ol1l~transplant experts; patientS andsur~. " 
" though sOme experts 'say' its,recommend~tions . geODs, sayUlat much of the liver scarcIty for, the> ~ .. 

.' come up short.' . . ........ .. .' ..' . most severely ill patients is.an artificial construct of '.. 
· .' .. Under . currerit rules~Uver transplantS go to .' the organ-allocation rules. The coUntry is catVedUp' ,'.' 
.patients who.are ' sickest and have' been or( the . into regions with widely' disparate waiting lists;' 

. waiting lisllongest, no matter what their chances of :NationWide, last year, 7,297 people waited for: liver' 
· survival;TIil~ new rules would add ;mother consider- 'transpifu\ts ~d only 3;922 received th~m.'Bunhe , 

at'ion for those clOse to death;";" ttitHikelihOod thata.imbalancebetweert the' supply and demand for,., 
'... trah~plant would'givethe'patienta good chance Of , livers 'differs widely among specific regions. Many··.' 
·'surviving. .'. .. .' '. '..," su~geons; suchas\the director of transplantation at ' 

·.··Tbus.thenew'Iilles would 'give first priority tol'vtountSinai 'HospitaLln New York City, Charles:,. 
· patiElntssiJffeting from a sudden and comillete liver . Miller. say the most important change needed i,s to, .' , 

failure ,that is ,expeCted to .kill them within days, . even out the· regional imbalance, thereby greatly .: .. 
whilephlcing irill1linently threatened' patients who alleviating the need to ration. IUs also importanl'to .' 
suffer from long~standing:cQronicliver.pn;>bIElmsin. improve the. mechanisms by which,dpnors ,are" 
the secon(most' urgent category. The rationale. is recruited; More,. donors. .could.greatly alleviate the . 

· that the acutely:iIJpatients can be more successful- . ' need to ration. '. . ..,.. ..,. , '.. ' 
lycured.'SpeeificallY,.the nE:l~ rilles would put.at: ·'.Theboard's new rules do not correct re~pnal 
tlietop 'Of the transplant list patientswhose livers .imbalances. TiterEl will.be hearirigson this issue in' 

. havesud.denly collapsed, or whose first livertrans~ Washmgtonnext month; !3ut the board has takeria. 
plant 'failed, within aw~k,! and children whose" useful step. Some surgeons would prefer tQ decide' 
'nervous systemS" would be threatEllled . by delaY. thE!Iliselves which of.th~irpatientscan ~ttak~ 
: Thatme;mg'inlminently threatened patients witt) .' advantage of the liinitEidmimber of livers available " 
'chronic ii'ver probl,ems.su.ch as cirrhosis or damage' .for, transplantation. Blit pther surgeons W,al1t no, 
fromhepatitisC orB infections,could be pushed too' such responsibility and prefer, in giving a trans-.: 
far dowri thelistto receive a transplant they need to .. plant to one dYmg'patient before another; to put the ..' 
surVive . .'.... ... . \ ' .. ,';. .'. .... ..' '. onus. on national rules ,that 'everyonecaiulgree are' . 


. : Asiong as Uv~rs must 00 rationed, factoring In free ,of personal bias.. . . . 
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'THE SECRETARV OF HEALTH AND HUMAN SERVICES 
WAS""NGTON.O.C;, 20201 

Nov-a S96 
Mr. David M. Matt~r 
801 Undercliff Rdad 
PittsDurgh, FA 15~221 

Dear Mr. Matter: :: 
J 

I am, responding tio your letter to the President regarding hu~an 
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 desfre for a prompt and fair resolution to issues, 
over allocation of human livers and am committed to achieving 
stich a resolutiori. 

Liver allocation':is 6f special concern' tome for three reasons. 
First, the numbei of patients in need of a Iivet transplant' far 
exceeds the numb~r of livers available. Second, on any given 
day, some of the~e patients are at a stage where they face 
imminent death if a transplant is not performed immediately; 
others are substantially more ill than they were when' their n'ames 
were entered on the waiting list., Third, good working " 
relationships between organ-procurement organizations and organ­
transplant centers are crucial to an efficient and su~cegsful 
system. \~ 

The challen~e 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 significantly 
exceeds supply, any policy for sharing and allocating livers ,will 
mean that some patients awaiting liver transplants--determined by 
transplant "statlis," geography, or other fattors- -:-will have ,a ' 
greater chance o~ a life-saving transplant than others and any 
policy will also~create 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 the Congress 
expects to be co~sidered in a revised liver alloca.tion mechanism' 
andgt.ates that po organ allocation changes are to be adopted' " 
until the Congress can be assured that these specified priorities 
are addressed. ' . 

~y staff ,and I hkve paid c16i~ attention to the delib~~ati6n~ 
within the Orgam Procurement and Transplantation Network (OPTN) 
regarding liver allocation. I understand that the OFTN Board and 
its associated committees have recognized the need to improve 
upon, current pol:icies and have offere<:i some proposals related to 
standardizing wait list criteria. At the same time, ,I am , 
disappointed thait the ailocation policies to date have provoked 
considerable unr;esolved controversy within th~ t'ransplant ' 
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Page 2 - Mr. Dav~d M. Matter 
! 

community. In addition, I recognize that you believe 'that the I 

decision-making processes of the OPTN ,are not well attuned 'to 

making these kinds of choices, i.e., that OPTNmembers may be 
 I 
perceived as harq.-pressed to endorse any policy option that 
portends disadvantage for their own institutions and patients. I 
want to ensure t~at any federal decision regarding this issue is 
free from that perception. 

! 

Therefore, I int~nd to take three actions related to these, 
issues., First, i have asked Assistant Secretary for Health 
PhilipR. Lee, M;D. to chair a special panel which will hold 
public hearings on these important issues. The purpose of the 
hearings is to help the Department assess tbe 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 wili determine in, the 
next three monthl which of the liver allocation policies promises 
the best result for the patients of America. Third, ,I then will 
submit to OMB the text for a final rule that codifies the 
structure and basic operating principles of the OPTN (and enables 
ERS and the general public to have'greater input into significant 
OPTN policies such as liver allocation)" and embodies my decision I 
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, ~redible outcome within a'shorter time frame. 

While these actions are under way, HHSwil1 explore ways to 
intensify efforts to increase organ donations. The hearings will 
greatly assist the Department as we revise our plans. Currently 
more than 7,000 individuals are awaiting a liver transplant; 
yet, in the next~12 months, only about half the required number 
of donor livers ~slikelyto become available. A similarly 
sevei~ disparitytbetween demand and supply exists for other 
organs such as h~arts and kidneys. i 

On November 8, I~forwarded to the Federal Register a notice 
announcing the public hearings, which are to be held Deceffiber10 
and 11, 1996, iniBethesda, Maryland. :1 have enclosed a copy of 
the notice for your convenience. 

Finally, append~~ are the ,answers 
.. 
r 

Thank you for sharing your views 
c, 

We welcome your participation. 

to your specific questions . 

on this important issue. 

" 
.! , , 

Enclosure 

I 
' 
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RESPONSES TO QUESTIONS OF DAVID M. MATTER -, Transmitted to President Clinton by letter dated September 30. 1996 
~ 

INTRODUCTION 

Over the last several years, the United Network for Organ 'Sharing 
(UNOS), the DHHS ·tontractor for the Organ Procurement and 
Transplantation Net~ork (OPTN1, and the University of Pittsburgh, an 
advocate for an alter:native to the current OPTN liver-allocation policy, 
have commissioned, substantial computer modeling efforts to determine, 
possible effects of ~ifferent alfocation policies. The modeling for UNOS • 
has been performed;, by the Pritsker Corporation of Indianapolis, Indiana; 
and the modeling fqr lhe University of Pittsburgh Medical Center 
(UPMC) has been p~rformed by the CONSAo Research Corporation of 
Pittsburgh, PennsylYania. . 

t 
, ',

The most recent mpdeling efforts include projections for (1) the current 
I' . ' , " ' 

liver-allocation policy, (2) an alternative policy proposed by the UNOS 
Board of Directors (whiCh functions as the OPTN policy board), (3) 
'several policies propos~d by OPTN committees, (4) a proposal for 

.­
national allocation 9ffered by UPMC among others, and (5) a policy. 
called IIln-Patient Fi,rst". Pritsker has modeled approximately 30 
alternative policies ibut was not asked to model the "In-Patient First" 
Policy. The. projec~ionsavailable from the~e .models include informatioh: 
on pre- and post-transplant deaths, days to transplant for waiting list l
patients, patient lif~ vears pre- and post.;t~ansplant, the number of., 'I 

different patients transplanted, graft (tran~plant) survival rates, and 
other factors. 

In the answers tha~ follow, both Pritsker c3f!d CONSAD projections ar'e 
inc1uded wherever ,applicable numbers are available. They are the 
results of compute'r s;'-:;luiaticn models that- take into account varying 
probabilities.of dyipg with, or without, a liver transplant. Projections 
generated by such~ models are extremely sensitive to assumptions and 
formulae used. "Mpreover, the technology of transplantation is , ' 


'improving rapidly {- making projections necessarily uncertain; and 


i 

' 

neither ,of the models considers the possibility that either an-increase or 
decrease in organ ~donation could result from a change in policy. ' 
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In addition to differences in the detailed structures for the models and.. ~ ; 

the starting assu~ptions used for particular siniulatio'ns, the models' 
projections often ~re presented in different ways. For.,example, Pritsker 
presents projections covering years 2 through 4 after each postulated 
policy change (recognizing that estimates for Year 1 will ~ heavily 
influenced by the phaseout of the old policy and thus not be 
reasonably representative of the new policy); whereas CONSAD 
presents projectiohs covering years 1 through 3 .. Notwithstanding the 

. I . 
differences in the ;models and how their results may be presented, 
expert reviewers ~ave found both models sufficiently credible for use 
as aids to policy-i"baking. 

I . 

The tables presenled in answers to Questions 1-3 below in~lude codeJ 
and abbreviations~ defined as follows: ' t. 

~ I 

Patient Status: 

A/PNF - Acute/Primary NonFunction; 
patient is in intensive care unit (lCU). 

1 Patient is chronically ill and in leu.. 
2 Patienf is continuously hospitalized in an acute care 'j 

bed for at least five days orislCU bound. I 

3 . Patient requires continuous m:edical care but not 
continyous hospitalization. 

4 Patient is at home and functioning normally. 
7 Patient is considered temporarily unsuitable ,for transplant. 

I· 
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Question 1. What~projections or data has: DHHS prepared or compiled 
which compare patient lives saved bY'Status, pre:' and post-transplant, 
for the current liver allocation system, the UN OS Board proposed 
changes, the UPMC proposal and the In-Patiel1t "First proposal? , . 
Neither Pritsker nor CONSAD presents results in terms of Jlives saved"; 
rather, they proje6t deaths over time. Therefore, in the tables below I 

differences in the ~number of projected deaths for each policy option 
. when compared ~ith the current politiare presented as ttlives saved. I" 

Pritsker projections are Mby status"'. CONSAD projections are fo'r all - , . 
patient groups)n ~he aggregate. 

LIVES SAVED PRE-TRANSPlANT 

PRITSKER PROJECTIONS: : 

t . '. ' , 

Patient 
Status 

Current 
Policy 
tI deaths 

,~Board 
)Proposal 
~II deaths 

Lives 
Saved 

(Board) 1 

UPMC 
Proposal 
fI deaths 

Lives 
Saved 
(UPMC)2 

IP 16t 
Proposal 
fI deaths 

Lives 
Saved 

tIP 1st) 

A/PNF S8 
. 

32 
i 

.. 66 
; , 

87 11,.. NA NA 

1 , 511 
; 

, 
~, 

640 -129 79 
; 

.432 NA NA 

2 485 i 469 .. 16 3991 • 86 NA NA 

3 .. 
897 1. 913 - 16 1067 -170 NA N1I. 

.. 318 : 306 12.. 328 10- NA NA 

7 1395 1411 - 16 1003 .392 NA . N1I. 
; 

Total 3704 
, 

3771 
; - 67 2963 .741 NA N1I. 

CONSAD PROJECTIONS: , 
~ . , .'. . '. 

All 
Status 
Groups,. 

Total 

Current 
PoliCy 
fi deaths 

4571 

; Board 
Proposal 
• deaths 

4556 

Lives 
(

Saved 
(Soard) 1 

"'!' 1.5 

OPMC 
Proposal 
fI deaths 

4216 

Lives 
Saved 
(UPMC) 2 

+355
.' 

IP 1st 
Proposd, deaths 

4060 

Lives 
Saved 

(II;' Ist.») 

+511 

i 

1- column 2 - column " 3 2. column 2 - columtn 5 3. column 2 -column ; , 
.­

-

, 

i 
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LIVEs SAVED 
, 

POST-TAAN~;'P~ 

PRITSKER PROJECTIONS: ; 

patient 
Status 

CUrrent 
Policy 
tI deaths 

. ,. 
, 
isoard 
i'jProposal
til deaths 

Lives 
Saved 

(Board) 1 

UPMC 
Proposal 

"deaths 

; 

Lives 
Saved 
(UPMC) 2 

.. 

IP 1st 
Proposal 
« deat'bs 

''''\ '.t' 

Lives 
Saved 

CIP 1st) 

A/PNf 

1 

114 

'81 

\ 

\ 
,\ 

" ,-, 

U8 

424 

- 84 

• 357 

143 

1826 

- 29 

1045-
NA 

NA 

NA 

NA 

2 902 " 
f 1127 - 225 1124 - 222 NA NA 

3 

4 
. . 

112 

30. 
, .' 

\' 

~ . 

633 

U , , 

.­ 19 

- 3, 
SO 

1 

• 
• 

662 

29 

NA 

NA , 

NA 

Nil. .. 
Total 

1, 't' " 

2539 
> 

2451 + 88 ,.,. 3144 - COS ,NA .',' NI. 

; 

~ 
~:CONSAD PROJECTIONS: ~\ 

" .t 
" )Lives UPMC Lives LivesIP 1stCUrrent !;BoardAll 

Saved Saved Proposal SavedPolicy \ Proposal Propos~lStatus 
l II (UPMC)2(Soudll fI deaths tI deaths UP 1st»)II deathsGroup,s deaths ."l 

2·\98 - 30 2527 2134 - 2262468'Iotal ' . 
~ . . - 5'.. ;

"--.-.-....:.-. 

,LIVES SAV1'.:D TOTAL (PR~-TRAN;PLAh7 PLUS POST-TRANSPlJINTl 
.' ; 

: Board Lives Lives 

Model 


UPMC IP 1stCurrent Lives 
; Proposal Saved Proposal Saved Proposal Saved 

II deaths 
Policy 

(IP, lst)3(Soard I 1 (UPMC) 2II deaths Ii deaths Ii deaths 
; , 

!PritSK. 
pre: . 67~ 3711 .7U 

post: 
:no.~ 2963 

3144,2451 + 86 NJ.. 
total 

2539 -60S Nil. .. 216222. fil07· +1366243 
: 

i:CONSAD , 
4216' 4060 .511 

post: 
4556 • 15 .35545'?1pre: 
2498 - 30 '2521 - 59 273~ -266 

total 
2468 

7054 - 15 6143 +296 +2456794,7039 

, 
1. column, 2 - column 3 2. column 2 - columm S 3. column :2 . column 7 -, 

. .; 

: 
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Question 2. Wha~ projections or data' ha~ DHHS pr~pared or compiled 
which compare total patient life years saved by Status, pre- and post­
transplant, for the~current liver allocation system, the UNOS Board 
propO'sed changes~ the UPMC proposal and the In-Patient First 
proposed? ,;, :'." 

... 

"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 achie;ve normal life expectancies even if they receive, 
treatment. Neither Pritsker nor CONSAD present results in terms of 

. l~ 

patient life ye~rs ft~aved." Instead, they show totatlife years for 
patients over athr\ee-year period. l 

~ 1 
I' I 
t. ' • 

PATIENT LIFE-YEARS PR~.TRANSPLANT, 
, , I 

PRITSKER PROJECTIONS: ! . A 
, 

Patifmt 
Status 

CUrrent 
policy 
life-yrs 

t- ~----+-. 

A/PNF 32 

1 . ' 

2 507 

1 13904 

4 9184 

7 2e83 

Total 261;00 

Board 
;proposal 
:'life-yrs 

7 

I'
117 

~ 487 

i 14136 
~ 

sese 

i, 26B5 
! 
: 26492 

diff. UPMC 

(Board) Proposal 
life-yrsl 1He,-Yrs 

- 25 31 

<+ 27 10 

- 20 417 

<+ 234 16830 , 

- 326 

<+ 2 2998 

- lOB 

diff. 
(UPMC) 

l1fe-yrs2 

- 1 

80 

- 90 

-+ 2926 

<+ , 115 

.. 3314 

IP 1st 
Proposal 
lHe~yr:s, 

NA 

NA 

NA 

NA 

NA 

NA 

NA 

diU. 
UP 1st) 
life-yrs 

NA 1 

NA 

NA I 
NA ,!

I 

NA I
I 

NA ,I 
, NA I 

! 

CONS1I.D 'PROJEcTIONS: ~ 
:r 

'CUrrent .Board diU • t1PHC diU.All dittoIP 1st I'Proposal (Board) (tJPMC)Policy Propqsal UP 1st)Status ProposaJ, 
life-yrsl life-yr£life-yrs life-yrt.lGroups, llife-yrs life-yrs,life,-yrS2 

, I" ' ..' ". 
. i I 

I.. 201217105 18683 -+ 448715093Total .. 3590 19580 ! 
" 

1. column 3 - column 2" 2. column 5 - column 2\ 3. column 7 - c'olumn 2 
.. 

I• 
! 
I -!', ­! 

I 
\i , 

I 
1 
" 
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PATIENT LIFE.YEARs PO~T-TRANSPLANT 

PRITSKER PRoJEC'l'IONS: 
" ,'J' ' .. ' >\ .. '.' .' :. ":: " '"I,,' " ,.', ; ''',:..' "­

Patient CUrrent 'Board cUU. 
Status Policy iProposal (Boa.rel)1 
, 

"' 
life-yrs ,life-~,6' l1f~-yrs 

A/PNF 653 j 1276 ... 623 
I,'. " 

. , 
" 

., 

1 3812 2077 - 1735 

2 8629 10817 .. :ae8 
i 

3 11199 9983 . - 1216 

.. 4l~ 1101 ... 682 

To~al 24712 2S254 + 542 
,'"" . , ; ... 

CONSAD' PROJEctIONS ~ 

., .. ' . . ,~ ", r "'... . ' 1 , . .. 

. 

UPMC eliff. IP 1st. 
PropOsal (UPMC) 2 Proposal 
life-yrs li,fe-yrs lit~-yrs... 

811 .... 1S8 NA 
, " 

8755 ... ,(943 WI. 
; .. , 

11300 ... 2671 WI. 
'. 

882 - 10117 WI. 
' . 

17 - 402 NA 
" 

21765 - 2947 Nf... 

dift. 
rIP 1st} 
lif.e-yrs 

NA I 
,',' 

.' 

NA 

NA 
I 

w.. :1 

NA I 
'j '. 

NA I 
I 

'. 

All CUrrent Board diff . 
Status Policy 

,
Proposal (Board) 1 

Grou~s life-yis "life-yrs ,life-yrs .''. .. "", . 

Tot.al ...L?f107 31;0"14 - 33, 
~-':'I-

UPMC diff. IP ls~ 
Propo~al (UPMC) 2 Proposal 
life-yrs , l,ife -yrs life~yr$ 

36465 + 358 35537. , ' ., 

diff . I
( IP lstl!3 

.Hfe~,yrsl 

- 570 

f '1 
,~ 

PATIENT LIFE-YEARS TOTAL (PRE-TiVlNSPl.JINT PLUS POST-TRA.~SPLAK! )
\ 
.;~.. " 0> 

" 

Cliff •. UPHC,CUrrent Board diff . IP 1st diff. I 
MOdel (Board) l· Proposal' (UPMC)2Policy Proposal Proposal UP l'S,tt 

life-yrs life-yrs .life-yrs life-yrs life-yrs. life-yr,s , li.f,e -yrs . .. , 

Pricsk. 

pre: 
 26600 26-492 - lOB 2991'1 NA 

post: 


.. 3314 Nl. 
I24712 25254 .. 542 21765 .. - 29.0 

... 434.51312 , 51746 S1679total 367 .. ,~ . ; I',· 
CONSAD 1 

pre: 
 15093 17105 ... 2012 ... 4487.186.B3 ... 3590 19580 I3607436107 - 33 36{6Spost: + 3SB - 570 

total 


3SSl7 
51200 ~ 1979 ,+ 3948 .. 3917 ",53179 SS~4B 55117 ., , 

~ 
ir 

1. column 3 - column :2 2. column S - column :2 3. column 7 - column :2 I· 
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QUestion 3. What:projections or data has DHHS prepared or compiled 
. whichcompa're disparities in waiting times by Status by UNOS region, 
pre- and post-tran$plant, for the current liver allocation system, the 
UNOS Board proposed 'changes, the UPMC proposa1 and the In-Patient 
proposal?' : "" 

Both Pritsker and ctONSAD have modeled the expected effects of 
various liver-allocation policies on waiting; times for a transplant. The 
. Pritsker projections are both "by statusir and "by UNOS region"•. 
CONSAD projections are "by UNOS region iV on1y. These tables are 
presented on ~he following two pages. / 



t-3 

I-' 
I-' 
"­
I-' 
N 
"­
CI) 

Pritsker Projections: 
t:1> 

fi3 
I-' 

AVERAGE WAITING TIME (DA YS) TO TRANSPLANT B Y STATUS AT REGISTRATION 
I-' 

c.> 

(UNOSLiverAllocation Simulation Models Summary) . Ul 

~ 
N 

....,. '10 :'~" .", ...' ,... ~'.'" •• '" . ;= ,··StatusAIPNF, I.'." ,~" Stalus +'" ""'e<,,'_ " "Status2'~' '~'- ~ -" 'Status''3 ,. 

UNOS REGION Cur. Brd ,up Cur. Brd UP Cur. Brd UP Cur. Brd . UP Cur 
MC MC' MC Me I' 

Region 1 27 3 15 54 125 9 2t' ,.
.JJ 243 . 147 476 491 445 726 

.Region 2 : 25 5 14 ' 132 228 61 ' 21,,. 25t· 172, 417 445 434 796 

Region 3 12 '. 4 I.' 10 ' 31 43 5 60 68 100 . 168 t91 346 : 365 

Region 4 19 2 21 '43 66 5 93 104 91 241 25'3 356 , 594 

Region"S ' 13 3 ' 6 49 '. JOS 14 . 136 144 109 3tl· 
.. 

346 368 ~ 60S
I· 

Region 6 41 10 24 59 81 . 5 . 132 161 96 283 ,. 303 352 419 

Region 7 14 3 9 . 66 117 . 20 I . :"..... : 138 107 . 331 . . 357 .378 " 527 

Region 8 28 1 13 60 100 '. 8 '·144 J49 . t 14 , 290 294 364 : 452 

.Region 9 16 3 JO " 47 88 9 ' 147 ' ISO 104 I' 420 420 398 750 

: t27 •
Region to 19 4 . 13 54 76 7 :' 132 110 3t6 319 382 523 

Region 11 ' ,24 " 4 20 ' 44 ,727 5 ' 93 ~ 97 . 121 212 ,,216 355 ' 391 

Total 19 ", 4 12 ' 63 107 20 134 145 123 301 3t9 383 577 

Status' 4 '.' , 

Brd . UP 
I, MC 

716 683 

822 810 

351 479 

554 704 

609 "603 

517 516 ' 

521 . 592 " 

·424· 517 

"735 . 731 ' 
I . . 

"538 '636 1 

376 ,484 , 

577 '639 : 

o 
N 

N 
o 
Ul 

N 

I-' 

c.> 
Ul 

1:71 
~ 
1:71 
(") 

C/.I
1:71 
(") 
::tI 
1:71 
t-3 

~ ..... 
~ 

l§I 

, 
" 1-­

..J 
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to 
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AVERAGE WAITING TIMES (DA YS}TO TRANSPLANT FROM REGlSTRAnON 
~ 
tIjBY UNOS REGION 
.... ,... 
Co> 
(JI 

. UNOS 
REGION 

Current Policy Board Proposal UPMC Proposal, In-Patient First 
Proposal 

"1 : Consad' 'I '"pfit'sker 'T'Consae PHtsKer'l'Corl's'ad 't~'Pfilskef I -conssa'''1 ;PHtsKef"tq~, 

Region .. 102 I 427 107 I 451 105 354 I 110 , N.A. 

Region 2 126 371 I. 127 414 124 319 I. 121 N.A. I, 

'Region 3 23 159 1 25 172 I. 109 221 81 N.A. 

.Region 4 91 I 232 I 93 240 113 270 100 N.A. 

Region 5 121 318 I. 117 358 I. 119 I 296 I. 109 N.A. 

Region 6 56 231 62 253 1 107 234 94 N.A. 

Region 7 I' 118 3qO I, 120 322 110 275 . lOS N.A. 

Region ~ I· 110 236 110. I 240 I, 123 227 106 N.A. 

,RegiOn 9 , 119 r 391 ,116 410· I 115 r 334 I 107 . N.A. 

Region 10 . 88" 263 ,91 266. I· 110 .' 261 93 N.A. 

I'Region 11 70 186 70 189 I 123 I; 226 88 I N.t\. 1-. 
, I I 

Standard Deviation 32 N.A. 31 N.A. 7!, . N.A. 12 N.A. 

"1j
;;.. 
~ 

o "" 
"" 
o"" 
(JI 

.... "" 
Co> 
(JI 

tIj 
~ 
tIj 
(") 

til 
tIj
("). 

~ 

:::tI ...... 
;;.. 
>-3 

1§1 
o·. .... 
"" 
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Question ". If ,~thexn-Patient First proposal will save mo're, 
patien1=- lives, ~ncrease total patient life years, and equalize ,[
waiting times f~r patients in a similar medical status across the 
country when co~pared to the current system, are there . 
demonstrated neqative effects to patients of such" proposal which 
outweigh the be~efits?' , 

. 
Question s. Xflthe UPHC 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;currentsystem" are there demonstrated negative 
effects to patients of such proposal which outweiqh the benefits? 

The ~odeling re~ults ar'e not as straight-forward as presumed in: 
QUe~tions 4 and:5 for the three measures specified: li~es,sav~d, 
patient life.:.yeci:rs, and waiting times. More6ver~ for certain 
o'the:ts,measures~(in particular, total patients transplanted and 
quality of life~, neither the In-pat1ent First proposal nor the 

, UPMc'proposal ap,pears to offer an improvement over the current 
policy. i' , 

\ 
As indicated by~the tables provided 1n response to questions 1-3 
Pritsker has modeled the current OPTN liver-allocation policy, 

,the Board'proposal, and the UPMC proposal but not the In-Patient 
First proposal. :: CONSAD has modeled all four.' The models show 
similar results 'in some areas and divergent, r ,!sults in some other 
areas, as highlighted b~lo~~ , 

~ 

1. Lives Saved ~ 

With respect toi"lives saved total", the modeling results are 
similar., PritsKer projects that the Board proposal would yield 
an outcome almo~t identical to the outcome for the currehtpolicy 
(i.e., a 0.3% improvement) and that the outcome for the UPMC " 
proposal would ~e better than both (i.e., about a 2% 
improvement). 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 outcoinf$s for both the UPMC proposal and the In-PatIent 
First proposal would be better than those for' the other two 
proposals (L e. / about 4% and 3.5% improvement" respectively) . 

However, the modeling results diverge somewhat whEm broken down 'I' 
,by ·lives.saved~pre-transplant· and "lives saved post­
, transplant"., For example, Pritsk~r projects that the UPMC 
p:tdposal,~ompa~ed to the current policy, would produce about a 
20% improvement~in the pre-transplant category but an alritost'24% 
decrement in ;th~ post-transplant category. CONSAD projects a; 
similar pa~tern~(albeit with changes of smaller magnitude) for 
both the UPMC p~oposal and the In-Patient First proposal when ' 
each is compared to the current policy. In particular-, CONSAD 
projects improvements of about 8% (UPMC) an'd 11% (In-Patient 
First) in the pte-transplant category and decrements of about 
2.5% (UPMC) and ~11% (In-Patient First) in th'e post-transplant 

'f 
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cate'gory. These: discrepancies probab:ly stem from differences in I 
the structures o'f the models, the assumptions used for particular 

: simulations, andl the way results are presented (see ! 

Introduction). :,For example, the CONSAD model seems to include 
more favorable a~sumptions regarding post-transpl~ntmortality 
than does the Pritsker model. 

..2. Patient Life-Years 

with respect to ~patient life-years total-, Pritsker projects 
that the outcome,s for the Board proposal and the UPMC proposal 
would be almost ~dentical to the outcome for the current policy 
(i.e., improvements of 0.8% and 0.7%, respectively). In 
contrast, CONSA~projects that all three proposals for a new 
policy would be ~uperior to the current policy: i.e., ~ 3.9% 
improvement (Boaed), a 7.7% improvement (UPMC) , and a 7.6%. .i..1mprovement (In-Pat1ent F1rst). ;I 

,~ ! " 
As with wlives saved" ,themodeling results for ·patient life";' 
ye'ars total" div~rge 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% improvemen~ for the Board proposal over the current policy 
whereas CONSAD projects improvements over the current policy of 
23.8% (UPMC) al,dl, 29.7% ,(In-Patient First). Further 1 for the 
post-transplant category, Pritsker projects an almost' .:..2% 
decrement for th¢ UPMC proposal compared to the current policy; , 

'wherec;s CONSAD PFojects almost no c~ange from the current pol~cy I 
for el:ther the UPMC proposal (a 1% l.mprovement) or the In-Pat1ent. 
First proposal (~b6ut a 1.5% decrement). 

:1 

" 3. waiting Time ~o Transplant 
, I 

The substantial differences in the absolute values of the waiting 
times projected ~y Pritsker and CONSAD (see tables, in response t6 
Question'3) suggest some fundamental differences, in their ,I 
approaches to this aspect of the modeling -- possibly different I' 

definitions, of waiting time. Even the rankings of'Regions with 
, respect to proje~ted waiting times under the current policy are ' 
different. Direct comparisons of the modeling results therefore 
could be serious~y misleading. 

Nevertbeless, th~ projections of both'models are qualitatively 
consistent with :the reduction in waiting-time disparity across 
Regions that one~would expect for the'UPMC proposal. For 
example, tl)e CON$AD model projects th~t the UPMC proposal" in 
achieving a cros~-Regions standard deviation of 7 days compared 
to 32 days for. the curre.nt policy, reduce waiting time slightly 
in, four Regions while increasing waiting times in seven Regions 1, 

1- in some cases $ubstantially (e.g., greater than 4 times in 
Region 3). ' 

i 

, i 

http:curre.nt


11/1.2196 TUE 11: 36 FAX 202 205 2135 EXEC SECRETARIAT 

I 


4. Other Considerations 
r 

Th'e UPMC and In-Patient First proposals seem certain to reduce 
the total number of individuals who receive a transplant. That 
is, by transplanting a higher percentage of sicker patients, one 
would expect an increase in the number of transplant failures and 
therefore an incr~ase in the number of second (and even third) 
transplants. Forievery liver used for a repeat transplant, one 
fewer individual can receive a first transplant. 

~, ,I 

According to prit$ker projections, the;current policy would 
enable 12,650 tot~l transplants over three years; of these, 
10,990 would be t~ first-time (non-repeat) patients and 1,660 
would go to repeat transplants. For the UPMC proposal, Pritsker 
projects that. first-time patients would receive only 1.0,230 
transplants -- a reduction of 760. 

In addition, the UNOS Liver committee and the OPTNBoard have 
considered a: wide~variety of other measures. One of the most 
important is qualaty of life. Any policy changes that' were to 
increase waiting ~ime for a transplant significantly could ,have 
an adverse effect?( on quality of life overall -- for, in general, 
post-transplant ~ealth for liver patients.is better than pre.., 
transplant healt~. 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 pdst-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 increase in post-transplant life-years (from
36107 to 36465). 

~ . 

, . 

~ 
f 
i 
f. 
i ., 

. 
! 

. 
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Question 6. DmS:bas data which indicate si9n,ificantdifferences 
in risk of mortality for liver patients,. pre- and post- . 
transplant, between centers performing more than 35 transplants 
per year and thos,e performinq fewer than 12 transplants. Are 
there demonstratf!d medical benefits to patients tq encouraqe 
patients to choose to be transplanted:at hiqh risk cent~rs? 

I . 

Tnere ate data t~at would indicate th~t in the aggre<iate centers 
that do fewer th~n 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 cent~rs .. Some have high survival rates and some have 
low survival rat~s. In 1993, four out of 17 centers doing under I 
twelve transplants per year had a survival rate above the . I' 

national average;and above the Medicare standard. 
. 1 

: 

In other words, iOlume is an irnperfec1;: proxy for risk. ' 

·The reasons a patient may choose a lo~ 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 higher;' risk center. . 

j,. 
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Question 7. of those centers performing fewer tban 35 liver 
transplants per year, bow many are approved for participation in 
Medicare; Medicaid, VA or otber federal qovernment proqram:s for. 
reimbursement fOt liver transplants? 

There were 73 li~er transplant programs performing fewer t.h~n 35 i 
transplants in 1:995. Twenty-two of these were Medicare approved I 
centers. Both VA approved programs did fewer than 35 transplants 
in 1995. i. 
As ofOct6ber 2,1 1996 , there are a total of 118 liver transplant I 
programs in the ;U.S.- Sixty of these are Medicare approved • 
centers and two ~re VA approved programs.' .' I 

u 
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Question 8 •. Bow many centers are perf~rming fewer tban- 12 liver 
transplants per year, and are any of those centers approved for 
participation in 'Hedicare, )ledicaid, VA or other federal 
government programs for reimbursement for liver transpiants? 

The minimum number of transplants that a Medicare=-approved-liver 
transplant program can perform is 12. '. 
None of the Medidare centers did fewer than 12 in 1995. Neither 
of the VA approved programs did fewer than 12. 
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Q.uestion 9. Has DHHS established any criteria for d.eterminlng 1 
when the mortality rate at a liver transplant center is ;.. 
unacceptable so~tha.t the center may .not participate. in ,government 
~eim:bUrSement programs or receive livers for transplants? I 

The. Health Care !Financing Administration (HCFA) has established'! 
performance criferia for approval,un4erMedicare. HCFA requires
•• .,.' " .., •• I

l1ver transplant programs approved for Med1care to a~h1eve 77% I 
one~year 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 rates. HCFA I 
will allow the program an opportunity to explain and improve it~ 
numbers. If, th~re is no improvement HCFA has the choice of . i 
discontinuing reimbursement. To date~ HCFA has not discontinued· 
reimbursement for a ,liver program. ! 

These HCFA standards are intended to protect ,Medi,care and 
Medicaid patient:.s and do not prevent centers·that are not 
approved from tr.ansplanting private pay patients. 

The OPTN Membership and Professional.Standards Committee has pu~ 
in )~lace a peer ,review process for mQnitoring any transplant 
programs whose outcomes are in the lqwest performance level. 
This process inoludes provision for an on-site review of the. 
program.. The iritention is to correct deficiencies that have 
resulted in its ~eing a low-performing program. 

j 

Transplant centeir-Stirvival Rate Reports produced by' 1:IHS show thaf 
some transplant programs do bring their survival rates up to the 
national average' over a period of several years. For example, df 
the 17 lowest performing liver programs in the first Center­
Survival Rate Report, all either inactivated or improved 
following the UNOS review. In the, second Rep'ort there were. only· 
5 . liver programs:; in the lowest, performing category. Only two , 
were the same as' in the first Report. Both were site v.isitedari~ 
both improved th~ir performance. 

! . 
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