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/Transplal1t Surgeons at Odds 
Over Liver Access PrOCedures:. . , 

By Rick Weiss 
wasbingtoa Post SufiWriter 

A'divisive debate about which patients 
should have access to liver transplants 
spilled into the open yesterday with sur­
geons accusing each other at a government 
hearing of misleading the public to further 
their center's intereSts. 

The unuswil airing of medical and politi­
cal differences before a Health and Human 
Services panel focused on the United Net­
work for Organ Sharing. a Richmorid-ba~ 

,nonprofit agency that for the past decade 
'has coordinated the coUection and allocation 
of organs for transplantion. The organiza­
tion, which answers to HHS. has receritly 
cOme under fire from some transplant cen- ' 
ters and patient groups who believe the net­
work's patient priority system is unfair. 

In a surprise conciliatory announcement 

· at the hearing's opening, UN0S President 

James F. Burdick annoUnced the orgarliza­

· tion would modify a controversial policy 

· change it made earlier this month that 


would have removed scores of criticalJy j]J 
patients from the top of the liver waiting 
list.. '. '.' " 

Capitol Hill aJso got involved yesterday, 
as a bipartisan group ofmore than 25 mem­
bers of the Hoose and Senate signed a Jet~ 
ter to HHS Secretary Donna E. ShaJaJa. en­
couraging h~ to reconsider her plans to 

· imPose· fe<feral rules on liver allocation for 
the first time. 

With no resolution in sight,however, sev­
. eraJ doct<:.rs and patient representatives ex­
. pr~ fear that the acrunony over the is- . 
sue might undemline public confidence in 
the organ transplant system and cause a de­
cline in donations. That would be tragic. aJI 

, agreed, since a shortage of donor organs is 
at the heart of the problem; only about 
4,000 livers are available each year for the . 
,more than 7,000 pqtients who need them. 

"This is a rnatter of life and death," said 
Burdick, a Johns Hopkins University trans- . 
plant surgeon. "It must not become it politi­
cal football ora business strategy for mar­
ket share." . 

The hearings, which will continue 
through Thursday at the National Institutes 

. of Health in Bethesda, were called by Shal­
aJa after a friend of President Clinton voiced 
concern that the !illocation system leaves 
some patients dying unnecessarily on wait­
ing lists. That system offers organs prefer­
entially to patients living in the same com­
munity where organs become available. 
Some centers would like to see a more open 
system in which organs are shared nation­
wide. 

The current. policy is "unconscionable;" 
said Carolyn Dutton. of New York whose 

boyfriend, died waiting for a liver in Pitts­

burgh whiJe, she saii:l. a relatively healthy 

patient in. Alabama was called in from a golf 


· course to get a liver ,that had become avail. 

able there.' . 


Others. however, said that the vast rna:: . 
jorityof patients mostdesperateJy in nee4 
do get a Over before it is too late. ' 

Dismantling the UNOS network, "could 
encourage all trarisplant 'centers to act' m . 
their own self-interest instead of comprO-: 
mising for the national good," said Margaret 
Allen, a University of Washington heart 
transplant surgeon and past president of 
UNOS. . ., , ' 

'The best way to. equaliZe and shorte~ 
waiting times, Allen and others said, is to in~ 
·crease the number of donations. 'Several 

"This is a matter oflife 
. and death. It must not 
become.a political 
jo()tlJallor a .bzisiness 
strategyfor,marke~ 
share."! 

I'" • 
, - James F. Burdick'. . . I' I 

head ,of United Network forO(gan Sharing. 
,. ." '. .'I· : 

states have significantly increased donation' 
'rates with modest educational effO~.· :, 
'. Thefo~~person HHS panel, IwhiCh in~ 
eludes offlcla.ls fro~ several goremmen~ 
health agencies. will make recommenda­
tions to ShaJala after the hearing~ and input • 
from medical ethicists: Shalala has said she 
~. fonn~y. p~0J?05e ,the federal!livera.ll<h 
cation policy WIthin three months~ : 

According to the letter signed by several .' . I ' . . 
influential members of Congress, BHS 
ought to focus on increaSing donlttions and 
not. ~onnulate and iinpo~n organ lalJocaiio.~ 
poliCIes; The federaJ regulatory system IS 

·too cumbersome to. deal, With uiequick1ji 

changing field of organ transplant!ation; the' 

letter argued.' .' 


, 

. The letter, which was largely initiated I 
Sen. Mike DeWine ~-Ohio), whose daugi 

ter became ,an organ donor after stte w; 
, killed in ~n autoa<;:cident three :years ag 

was signed by Senate Majority" Leadt 
TrentLott :<R-Miss;), Majority;Whip D< 
Nickles (R-Okla.), Sen. John Glenn (1 

,Ohio), Sen. Ernest F.'Ho~gs(D-S.C.) ar. 
the House arid Senate. c;haits of the healtJ 
reijlted appropriations and authorizatio 

, committees, among others~ 
In .the Policy change announced b 

UNOS. patients in the highest priority st 
tus for a transplant will not be downgrade 
when new, more strict criteria for that st? 
tus are inaugUrated in JailU3.ry. Rather the 
will be "grandfatheredin," Burdick said. 

http:JailU3.ry
http:offlcla.ls
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LIVER TRANSPLANTS 


Q. 	 Did you use undo influence to direct the Department of Health and Human 
Services to change liver allocation policy in this nation and micromanage the 
decisions made by the private/public body known as the United Network of 
Organ Sharing (UNOS)? 

A. 	 Of course not. I believe that decisions about the allocation of human livers should be 
based on medical and ethical considerations, and that politics should have absolutely 
no role in them. And that is exactly how this issue is being handled: The Department 
has been holding open and fair hearings to collect testimony on the controversial issue 
of liver allocation policy. This is part of a regulatory process that began in 1994. 

As anyone who has been following these hearings knows, serious and legitimate 
~oncerns have been raised on all sides of this issue. I believe the airing of these 

. issues has been constructive. But any changes on current policy will be made 
collaboratively with UNOS and all others in the transplant community. Our common 
goal is 	to serve transplant patients in the best way possible. 

Q. 	 Isn't true that you directed HHS to move quickly on changing current UNOS 
policy on liver transplant allocation after you received a letter from a politically­
influential and long-time friend of yours (David Matter)? 

A. 	 Absolutely not. I received a letter from Mr. Matter and appropriately forwarded it 
over to the Department to review it. I did not direct HHS to take any action on this 
issue. I have been pleased to see that HHS held three days of public hearings on this 
issue last week and heard from over 100 patients and doctors, representing all sides of 
this complex and controversial issue. As I have said, decisions about this difficult 
issue should and will be made on the basis of medical and ethical considerations. 

BACKGROUND 

There is a politically charged debate underway in the transplant community around the 
allocation of liver donations. There are moral and public health questions at stake as well as 
financial interests. Under the current system, livers are allocated by using a grading system 
which favors recipients in high donor areas (basically, local recipients are given top priority 
for donated livers). This system has been criticized by many as unfair. In September of 
1994, HHS published a proposed rule to provide for fed~ral oversight of the processes by 
which liver organs are allocated for transplantation. Last week, HHS held 3 days of public 
hearings on the rule at NIH in Bethesda, MD. Over ioo patients and doctors testified. 

On December 11, 1996, The Washington Post implied that a letter on the issue written by one 
of the President·s close friends, Dayid Matter, may have influenced the Administration's 
decision to make a move on this issue. The President appropriately referred the letter to HHS 
and they responded. Both letters have been made public. 
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Federal R~giSterl VOi.61.No. 220 (Wednesday. Novemberi3. 1996 r Proposed Rules , ,: 58159- .. 	 . 

. ' , public comm~nt ODthe Notice of ." . go",erning the operation of.the OPTN .(59, 'patientS, in that iegion in descerid~ 'point ' ... 
Proposed Rulemaking (NPRM) '. . .. :.,. ,FR 46482-99). The public comment order;ilien to.' .' ... ' . . .:. " ". .' 
published on September 8. 1994, to . period expired on December 7. 1994. ~l other regIonal'patients 1~ deso:ndmg . . 
establish rules g'overnm' g the operati'o alth'gh ddit' I mm'e t pomt order; then to. , .,. , .' n . '!U a . 10na co n s were '. Status 1 patients in all other regions in . 
Of the Organ Procurement and .. recelvedand accepted after that date.. deso:nding point ord~r; then to '. . . ~ " 
Transportation Network (OPTN). The ( .As part of the,pn:~ble to the NPRM. . Status 2 patients in all other regions in " 
Secretary is seeking adqitlonal . the Department solIcited comments on descending point order; and finally to .' .' '. 
comments on poliCies affecting.the . the organ~allocation policies used to '. all other patients-in all other regions in 
allocation of human livers for ... distribute organs by the OPTN(59 FR " descending point order. . , . 

' .. transplantation. In addition, this. ". 46487), Since th~t time: the O~ has .' The Status definitions, in pertinent'. 
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regarding s\1ch policies as weIhs· . . OPTN has proposed a revised policy to aCute Ot Chronic liver failure With a life ' '<.: . 

.reg~ing methods to incre!lS6 organ' allocate livers. The revisions proposed . expectancy Without a liver. ttansj>lant oflesS 
donation. , _ '.' . " . by the Board have generated '.',', than 7days... :'.. ." .: . 

DATE~:'; .' .; ; J~<.i.> ,;. ::..; :~~:::::~:==r;~l.~!~:~~ ·ho~p1tat~~I:::~~:~'~.tf!j~~=~Y . , 
. Hearing: The heariog will be.held on' sections 372-375 of the Public Health: . five days. or is lCU bound. . '. .. 

Decemberl()-l1, 1996. beginning 81 9 Service Act, 42 U.S.C. 274-274c, which' 'A patie~t listed as Status 3 requires . 
R t t t tify t ,. 'b'l' . th Se' f continuous medical care. .,. -.,: '. 

a.m. each da' 
y. equas s 0 es mus vest responSl 1 lty 10 e cretary o' . A patient listed as Status 4 is at home. 8nd 

be submitted by December 2 • .1996. '. 	 Health and Human Services for . functioning normally. ' . 1./ . 
Comments: For those who choose to . oversight of the OPTN.the Department .' . A patient listed as Status 7 is temp0nlrlly ." 

send written comments only, comments .has concluded'that further public .. inactive-'-patients who are temporarily" . 
must be submitted by December 13~ partiCipation in the development of unsuitable for transplant are )~ed as Status 
1996 in order to ensure full . . allocation poliCies related to li~ers is·7, ' .. :. .... < ' 

. consideration. Because the issue of .. . desirable. Accordingly, we have decided '...' The OPTN Board's'proposed policY . 
organ donation is not part of the " to seek additional comments on the would revise the definitions of several 
rulemaking process, we Will accept . . NPRM and to aCcept oraltastimony and of thest~tus groups and .would revise 
comments end suggestions on this issue written commimtson liver allocation. the ulocal':area which constittltesthe 
at any time. ' :....., policies and the processes by which fust allocation :area. In.seeking '. 
ADDRESSES: Written requests to testify they may be developed.' . ' -. additional comment. the Secretary . 

.and written comments on allocation In addition, we recognize that the . invitescommerttS on the. following 

· policies should be transmitted .to: Ms. difficult issues associated with . questions: . " .' ' .. , ',' -. ,.' .:.. : •. 


Judith Braslow. Director, HRSADivisiOri establishing allocation policies stem' . a. Does the OPTN Board's policy 

.of Transplantation, Room. 7-29,5600 from a central problem: the medical. achieve the tiest outcome that can. . 
Fishers Lane. Rockville. Maryland need for organs fer exCeeds organs . . reasonably be expected for .th.e patients ' 
20857. '. donated. Accordingly. we have decided of America? Ifnot. what revisions to the 

In light of the short Period for' ·touse a public hearing as an, ' . "policy, alternativepoli'cy. or .... . 
submitting requests to testify. such . opportunity to solicit public comments . combination of policies would)'ield a 

· requests may also be submitted by . on methods to increase organ donation .superior result? : ..... ..' . ' .. 
telefax to Ms. Braslow at (301) 594-· . : and general awareness of organ Please present data and olb.er 
6095. ...., _ . transplantation as a therapeutic' informationthat SUPP9rt your view; for . 

Comments will be available for public alternative for end-stage organ disease. example. success measures or factors .... . 
. inspection three"business' days after ...' Participants in the hearing will be mentioned in the NPRM whic:hinc1ude . 
: their receipt in Room 7-29. Perklaw,n'" limited to ten minut~ per individual (or (1) equitable diStribution of orgims;(2) , '. 
· Building, 5600 Fishers Lane~ RoclcViI~.' ,institution). T\lose requesting to"testify improvement in graft and pati~t ,: . ,". 
Maryland. Monday through. Friday. of '. . . should ,indicate whether their comments : survival. and (3) enhanced patient. 

· each week from 8:00 a.m. to 4:30 p.m. '. will address ~location policies, organ choice am~ng transplant programs: In . 

To view public comments in" .. '. ", ·donation. or both. We are particularlyparticuler, pleaseiridicate the meaSures 

Washington. D.C.•,call (202)690-7890 ' . interested in comments addressing the you considered moSt important in . 

!o make an appointment for inspection .' following iSSues: . ..... .... .... assessing the relative efficacy ofvarious 

m Room 309 G of the Hubert Humphrey' ,.' policy options. . '. " .:.... , . 

B 'ldin 200 Ind d A .' 1. Allocation of Human: Livers for . b. Would changes in other OPTN 
,w g. . epen ence venue. Transplantation . policieS related to liver all0!=8tion. such 

S'~e hearing will be held ~t the" . The Organ PrOcurement and. as those noted below;yield a better .. 


· Natcher Center on the National . Transplantation Network (OPTN) outcome for the patients of America . 

Institutes of.Health eampusul BetQes~, currently allocates human livers for than the present systemr Should such ~ . 

Maryland. '.' .. ' , .'. ·.transplantation in accordance with the . changes be implement~d in addition to . 
FOR FURTHER INFORMATION CONTACT: " fOllowing policy: . ". '.' '. .. change in the OPTN Board's allocation . 
Ms. Braslow at the address listed above. . To local Status 1 patlentsfirst in polic;.t Phased in with aichange?, 
T 'I h (301) 443 7577 '.deso:nding po'int order:. then to .' .' .''teria for entering patients on the 

· e ep one: . - . .. '. ... 	 " wai.tin.g list, for liver transplant. : '." ' 
SUPPLEME.....ARy INFORMATION 'Aj'1 ti '. local Statu.s 2 patients.iri descending point "'., : . oca on order; then to ' .... . H. Definition of the status categories • 

of human livers for transplantation has 11 th I . I d for patie~tson the waiting list for Hver 
been deb.ated within the transpla.nt .'. a 0 er oca patients in eso:nding point ·trans~lan·t. . . . .... ,'. "order; then to" .' .,.. 
community for several years. On' ~tatus 1 patients in the Host OPO's (organ . • rocedures for ensuring compllance 
September 8. 1994. the Department.. :.. procurementorgamzation) region in._ .with OPTN policies affecting liver ' 
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September 30, 1996 


President William J. Clinton Via Facsimile: 202.456.2983 
The White House 
1600 Pennsylvania Avenue 
Washington, D.C. 20500 

Dear Mr. President: 

As you know, I have always been very active and interested in 

issues that affect Pittsburgh and the State of Pennsylvania. The largest 

employer in Pittsburgh is the University of Pittsburgh and the related. 

University of Pittsburgh Medical Center (UPMC). In my real estate 


•
and development business, UPMC has been a good client for a number 
of years. Although I have followed and supported the activities of 
UPMC for many years, I am not a lobbyist or paid consultant for it. 
Thus, I wish to bring to your attention an urgent matter that has been 
pending at the Department of Health and Human Services (DHHS) for 
over four years which affects UPMC, and more especially patients 

. waiting fororgan transplants at UPMC. 

UPMC is one of the leading teaching and research hospitals in 

the country and is a world leader in the field of organ transplantation, 

especially liver transplantation. As a result of the passage of the 

National Organ· Transplant Act in 1984, the control of donation, 

allocation and distribution of life-saving organs is placed in the Organ 

Procurement and Transplantation Network (OPTN) subject to 

supervision and review by DHHS. The OPTN is operated under 

contract with DHHS by the United Network for Organ Sharing 

(UNOS), a private entity. UNOS has 430 members, 276 of which are 

transplant centers, including UPMC.· The other members of UNOS 

include organ procurement organizations, other medical organizations, 

11 voluntary health organizations, and only 6 members of the general 

public. Decisions at UNOS are made on the "one-member, one-vote", 

rule. Thus, transplant centers (not the patients) control the decision 

making. 


P6/b(6)
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UNOS has .adopted voluntary policies dealing with the 
. operations of the OPTN (including how organs are allocated to waiting 
patients), but notwithstanding repeated Congressional criticism of foot 
dragging, DHHS has never adopted any binding regulations. DHHS 
began working on regulations in late 1989. In late 1990, UNOS, . 
without DHHS's review or comment, eliminated the STAT priority for 
allocating livers to the sickest patients wherever located in favor of 
allocating most livers using the current geography-limited system . 

. UPMC complained in writing to fonner DHHS Secretary Sullivan in 
March, 1991, to no avail. . Shortly before you took office, DHHS was 
reportedly prepared to issue regulations adopting the then-existing 
system based on small geographic areas. . 

At the urging of Congress and others, your DHHS appointees 
began looking at the issues again in 1993. DHHS published proposed 
regulations in September, 1994, seeking comment from the transplant 
community. The preamble to those proposed· regulations specifically 
asked for comment on the organ allocation policies of UNOS as in 
effect after the 1990· change and stated that "the present organ 
allocation policies ... raise difficult issues." UPMC and others 
submitted comments and proposed alternative allocation systems in 
December, 1994. Although DHHS stated in the preamble to the 
proposed regulation, "[t]he process is being initiated to allow the 
earliest possible adoption of final allocation policies ... ", after two 
years DHHS has still not made any decisions on the issue. UPMC 
believes that DHHS must move quickly to change the current organ 
allocation policy because patients are dying while waiting for a liver 
transplant who would,not otherwise die if the existing organ allocation' 
system were changed. . 

The current liver allocation policy works as follows: 

1. Patients ·are assigned to a Status depending upon their 
medical condition, as detennined by the physician, with Status 1 being 
the sickest patients (~ intensive care with a life expectancy of 7 days 
or less); Status 2 being patients who are continuously hospitalized. 
Status 3 are .patients who are homebound, and Status 4 patients are the 
least sick. 
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2. Geographically, the United States is divided into 69 
organ procurement organization (OPO) service areas which are 
aggregated into 11 UNOS regions. 

3. Livers are allocated fust to Status 1 through 4 patients 
in the OPO service area; if not accepted within the OPO service area, 
they are allocated to Status 1 through 4 patients in the UNOS region; 
and fmally to Status 1 through 4 patients anywhere in the countIy 
outside the region. 

The effect of t..lte. current policy is to allow a Status 3 or 4 (non­
hospitalized) patient to receive a donated liver, instead of using that 
organ to transplant a Status 1 or 2 patient who, by defmition, is near 
death, simply because the Status 3 or 4 patient is on the waiting list of 
a transplant center near where the liver is donated. After development 
of the University of Wisconsin solution almost 10 years ago, a donated 
liver can be preserved and shipped anywhere in the country by 
'commercial airline (12 to 18 hours) and still be viable for 
transplantation. 

Several viable alternatives to the current system have been 
proposed by UPMC and others .. The proposal made by UPMC would 
allocate the livers first to a compatible Status 1 in the local OPO 
service area, then to a compatible Status 1 anywhere in the countIy; if 
there is no compatible Status 1 patient,-the organ would be offered first 
to a compatible Status 2 patient in the OPO service area and then to a 
compatible. Status 2 patient anywhere in the countIy, and so on for 
Status 3 and 4 patients. This proposal would allocate the livers to the 
sickest patients in the largest possible geogtaphicarea where:t11eorgan 
can be transported and' remain in good conditiori to be transplanted. 

Another proposal would allocate donated livers to compatible 
hospitalized patients (Status 1 and 2) fust and then to compatible non­
hospitalized patients·· {"In-Patient First system''). This proposal 
maintains the ."loca1-region-nationar' geographic limits of the current 
system, but insures that patients who have the greatest risk of dying 
without a transplant,1<E.ave the fust opportunity to receive a compatible 
liver. 
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Consultants for UNOS and for UPMC have developed 
computer models for liver allocatIon and have published results from 
these models for various liver allocation proposals. All of those results 
have indicated that total deaths among liver transplant patients and 
recipients are less under the UPMC proposal than under the current 
system: The UNOS models have indicated that between 30 and 50 

. lives are saved each year under the UPMC proposal, while the 
modeling. done by UPMC consultants indicates that in excess of 100 
lives would be saved per year. The results for the In-Patient First 
proposal are very similar. 

At the present time, there are significant disparities among 
waiting times for similar . liver patients at different transplant centers 
around the country. The disparities are ·so great that some patients can 
wait 4 Qr 5 times longer for an available organ as similar patients in 
other parts of the country. The results from the UNOS model and from 
the UPMC model indicate that the disparity between the waiting times 
for similarly situated patients at different centers is reduced 
significantly under the- UPMC allocation proposal, and under the In­
Patient First system~ 

. The current system has another consequence. The large 
disparity in waiting times for a liver transplant induces many patients 

. to list at a small transplant center (35 or fewer transplants per year) in 
hopes of receiving a liver sooner. Approximately 65%. of liver 
transplant centers are in this category. Unfortunately, a 1994 OPTN 
study showed that the risk of death for transplants at such small centers 
was 1.6 times greater than the risk of death at centers performing more 
than 35 liver transplants per year. 

Personnel at DHHS are aware of these studies. Nevertheless, 
there appears to be a genuine reluctance to move forward with the 
formulation of an organ allocation policy. UNOS, as an organization 
made up mostly of sm;'ll transplant centers, seems content to stay with 
the existing policy since it benefits a large number of the member 
centers. Although, t1;le UNOS Board recently proposed for comment 
by its members same minor modifications to the current system, 
results from the UNOS and UPMC models suggest that such changes, 
which are now under final consideration by the UNOS Board, are not 
an improvement over the current system. However, the,existing liver 

\ 
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allocation policy does not benefit patients waiting for liver transplants 
either. The results of all of the studies indicate that more patients die 
annually under the existing system than under the UPMC or In-Patient 
First alternatives. neither of which the UNOS Board is currently 
considering. and that there is greater disparity of waiting times among 
patients with similar medical conditions under the existing policy than 
under either of those proposed alternative allocation systems. 

UPMC believes that DHHS should move forward immediately 
to develop and promulgate the actual organ allocation policy. If 
DHHS gives more weight to the interests of patients than transplant 
centers,the new liver allocation system will: (1) allow the patient to 
choose the transplant center; and, (2) direct the organs to the neediest 
patients wherever located. The current system is described in 
comments recently submitted by the University of Nebraska Medical 
Center at a UNOS forum: 

"... the policy mandates that describe liver 
allocation are not patient-directed, but remain 
entitlement programs serving transplantation 
centers rather than patients in a direct and 
monitorable fashion." 

DoesDHHS want to endorse this type of policy? DHHS must make 
the decision on liver allocation policy. UNOS has shown that it 
cannot, or will not. At present, everything is in limbo, with no 
reasonable prospects for change, and, by default,the existing system 
remains in place. 

I recognize your tremendously· busy schedule and the 
significant issues that you must face each day. I also know that you 
maintain a deep and abiding concern for the health and well-being of 
all of our citizens and:are committed to the principles offaimess and a 
responsive and responsible government. I ask for your assistance in 
insuring that DHHS moves immediately to adopt regulations for the 
OPTN that will protF-ct those patients facing imminent death while 
awaiting transplantswd be fair and equitable to all patients. 

. . 

I have taken the liberty of attaching to this letter a few 
. questions, the answers to which will focus attention on the important 
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policy issues that need to be resolved. Thank you very much for your 
assistance, and I remain 

Sincerely yours, 



Questions 

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 UNOS Board 
proposed changes, the UPMC proposal and the In-Patient First 
proposal? 

2. 	 What projections or data has DHHS prepared or compiled which. 
compare total patient life years saved by Status, pre-and post­
transplant, for the current liver allocation. system, the. UNOS . 
Board proposed changes, theUPMC proposal and the In-Patient 
First proposal? . 

3. 	 What projections or data has DHHS prepared or compiled which 
compare. disparities in waiting times by Status by.UNOS region, 
pre- and post-transplant, for the current liver allocation system, 
the UNOS Boar~ proposed changes, the UPMC proposal and the 
In-Patient First proposal? 

4. 	 If the In-Patient First 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 demonstratdi negative 
effects to patients ofsuch proposal which outweigh the benefits? 

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 
patients ofsuch proposal which outweigh the benefits? 

6. 	 DHHS has data'which indicate significant differences in risk of 
mortality for liver patients, pre- and· post-transplant, between 
centers performing more than 35 transplants per year and those 
performing f~wer than 12 transplants. Are there demonstrated 
medical benefits to patients to encourage patients to choose to be 
transplanted at high risk centers? 



.' 
j • 

7. 	 Of those centers performing fewer than 35 liver transplants per 
year, how Illany are approved for participation in Medicare, 
Medicaid, VA. or other federal government programs for 
reimbursemcnt for liver transplants? 

8. 	 How many ccntcrs are performing fewer than 12liver transplants 
'per year, and tlrc any of those centers approved for participation 
in MediclU'c. Medicaid, V A· or other federal govemrilent 
programs fbI' l'cil1lbursement for liver transplants? 

9. 	 Has DHHS cNlllhlished auy criteria for determining when the 
mortality rulc ul u liver transplant center is unacceptable so that 
the center muy not participate in government reimbursement 
programs Or rcceive livers for transplant? 

2 
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THE DEPUTY SECRETARY OF HEALTH AND HUMAN SERVICES 

" I 
,WASHINGTON, D,C, 20201 

... ~.'.' I ~ 

1996 

NOTE TO CHRIS JENNINGS: 

SUBJECT: Organ Allocation Issue 

I want to provide you with the attached background 'm~terials for 
our meeting on Mo~day, November 4 at 5:30 p.m. 

'. 

, : 

,. 



· ISSUES FOR DISCUSSION 


o 	 Resolution of Liver ~llocation Issue 

HHS is proposing to le-open the public comment period on 
selective provisionsl of the NPRM which establishes rules 

.,governing the operation of the Organ Procurement and ,, 
Transplantation Netwbrk. We propose to hold a public 
hearing December 10 ~nd 11 to accept oral and written 
comments on liver al'location pOlicies and the processes by 
which they may be developed. We will also solicit comments 
on methods to increase organ donation. 

comp~sition of the HLa~ing Panel . .'o 

Five to seven members are proposed: Federal members would 
include Assistant Secretary for Health Philip Lee (chair), 
HCFA Administrator Btuce Vladeck, National Institute of 
Diabetes and Digestiye and Kidney Diseases Director Phillip 
Gorden and HRSA Admipistrator Ciro Sumaya. Two private 
sector members would be ethicists. 

o 	 Location 

NIH's Natcher Center 

o 	 Timetable 

November 8, 1996 

December 10 and 11 

January 

January/February 

in Bethesda 

Federal Register Notice 
I 	 • ' Letter to transplant commun1ty
I. .
fubl1c Hear1ng 

Hearing Report and HHS Decision making 
I 	 ' 
Final Rule to OMB and draft of plan to 
increase organ donation 
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Thank you for sharing wit~ me the letter from David M. Matter of 
Pittsburgh, Pennsylvania regarding human organ transplants. 
Mr. Matter has cogently and· ,succinctly summarized several of the 
issues with which the orga!n-transplantation community has been 
struggling for several yea~s. In particular, I share his desire 
for a prompt and fair reso'lution to controversy over allocation 
of human livers and am comkitted·to. achieving such a resolution. 

Liver allocation is'of spebial concern for three reasons. First, 
the number of patients in heed of a liver transplant far exceeds 
the number of livers available. Second, on any given day, many 
of these patients are at ,a 'stage where they face imminent death 
if a transplant is not performed immediately; and many others are 
substantially more ill thap they were when their names were 
entered on the waiting list. Third, while excellent working 
relationships between orgap-procurement organizations and organ­
transplant centers generalily are easiest to build and maintain 
when the centers are geographically close to one another, "f inding, 
a proper match between don~r organ and recipient requires some 
organ sharing on a regional or national basis. 

The challenge is to definelshar~ng 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 Ifor sharing and allocating livers will 
mean that some patients awaiting liver transplants--determined by 
transplant "status," geography, or other factors--will have a 
greater chance of a life-saving transplant than others and any 
policy will also create ot:ber trade-offs in areas such as quality 
of life and graft survival Irates. 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 
curFent one, is certain to Idraw 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 considered in a revised liver allocation mechanism 
and states that no organ allocation changes are to be adopted 
until the Congress can be assured that these specified priorities 

, are addressed. 
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My staff and I have paid c1lose attention to the deliberations 
within the Organ Procurement and Transplantation Network (OPTN) 
regarding liver allocation!. I am pleased that the OPTN Board and 
its associated committees pave recognized the need to improve 
upon current policies and have proposed some promising 
initiatives related to stahdardizing wait list criteria. "At the 
same time, I am disappointbd that the allocation policies to date 
have provoked considerablel unresolved controversy within the 
transplant community and still do not address many serious 
concerns. In addition, Mrl. Matter believes 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 an¥ policy option that portends 
disadvantage for their ownl institutions, and patients. I want to 
ensure that any federal decision regarding ,this issue is free 
from that perception. I ' 

Therefore, I intend to take three actions related to these 
issues.' First, I will con~ult with experts who are not 
affiliated with the OPTN tb help me assess the issues associated 
with allocation of human livers for transplant; th~ experts will 
review the' OPTN policy andlthe principal alternatives and advise 
me on their relative merits. Second, on the basis of these 
consultations and the other public comments we have received, I 
will determine by the end bf January which of the liver 
allocation policies promis~s the best result for the patients of 
America. Third, I then will submit to OMB the proposed text for 
a f,inal rule that codifies the structure and basic operatingI 

principles of the OPTN (and enables DHHS and the general public 
to have greater input into I 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 beli~ve we can ensure a high-quality, 
credible outcome within a ~horter time frame. 

I

While these actions are underway, DHHS will 'intensify its efforts 
to increase organ donation1 Currently more than 7,000 
individuals are awaiting alliver transplant; yet, in the next 12 
months, only about half the required number of donor livers is 
likely to become available 1 A similarly severe disparity between 
demand and supply eXists'f9r other organs such as hearts and 
kidneys. Therefore, I will send you soon a plan for a 
Government-wide initiative} led by DHHS, to increase organ 
donation.' , I' 
I hope the comments' above and the enclosure,' which provides the 
answers to the set of questions that Mr. Matter appended to his 
letter, are helpful for your consideration of the important 
issues he described and our plans for addressing them. 

Enclosure 



RESPONSES TO QUESTIONS OF DAVID M. MATTER 
Transmitled to President Clinton by letler dated September 30.1996 

INTRODUCTION 

I . 
Over the last several years, tre United Network for Organ Sharing 
(UNOS), the DHHS contractor 

, 
for the Organ Procurement and 

' 
Transplantation Network (OPTN), and the University of Pittsburgh, an 
advocate for an alternative td the current OPTN fiver-allocation policy, 

I . . . 

have commissioned substantial computer modeling efforts to determine 
possible effects of different allocation policies. The modeling for UNOS 
has been performed by the Ptitsker Corporation of Indianapolis, Indiana; 
and the modeling for t~e Uni~ersity of Pittsburgh Medical Center 
(UPMC) has been performed by the CONSAD Research Corporation of 
Pittsburgh, Pennsylvania. I ,,' 

The most recent modeling ef~orts include projections for (1) the current 
liver-allocation policy, (2) an alternative policy proposed by the UNOS 
Board of Directors (which furlctions as the OPTN policy board), (3) 
several poliCies propos~d by OPTNcommittees, (4) a proposal for 
national allocation offe'red bylUPMC among others, and (5) a policy 
called "In-Patient First". Pritslker has modeled approximately 30 
alternative policies but was not asked to model the "In-Patient First" 
Policy. The projectionsavail~ble from these models include information, 
on pre- and post-transplant dkaths, days to transplant for waiting list 
patients, patient life years prJ- and post-transplant, the number of 
different patients transplante~, graft (transplant) survival rates, and 
other factors. 

In the answers that follow I b1th Pritsker and CONSAD projections ar.e 
included wherever applicable Inumbers are available. They are the 
results of computer s;raulatioh models that take into account varying' 
probabilities of dying wit~, o~ without, a liver transplant. Projections 
generated by such models arf? extremely sensitive to assumptions and 
formulae used. Moreover, th~ technology of transplantation is 
improving rapidly -- making ptojections necessarily uncertain; and 
neither of the models considJrs the' possibility that either an increase or 
decrease in organ donation cbuld result from a change in policy.

I, 



In addition to differences in the detailed structures for the models and 
the starting assumptions us~d for particular simulations, the models' 
projections often are presented in different ways. For example, Pritsker 
presents projections coverin~ years 2 through 4 after each postu1ated 
policy change (recognizing that estimatesfor Year 1 will be· heavily 
influenced by the' phase out 6f the old policy and thus not be 
reasonably representative of\the new policy); whereas CONSAD 
presents projections covering years 1 through 3. Notwithstanding the 
differences in the models and how their resu1ts may be presented, 
expert reviewers have found both models sufficiently credible for use 
as aids to policy-making. 

The tables presented in ans~ers to Questions 1-3 below include codes 
, and abbreviations defined as follows: 

Patient Status: 

A/PNF - Acute/Primary NohFunCtion; '. 
patient is in int'en~ive care unit (lCU). 

1 Patient is chronic~"y iIIand in ICU. 
2 Patient is continu9usly hospitalized in an acute care. 

bed for at least five days or is ICU bound. 
3 Patient requires cc!mtinuous medical care but not 

continuous hospitalization. 
4 Patient is at homel and functioning 'normally. 
7 Patient is consideried temporarily unsuitable for transplant. 

, ! 




Question 1. What projections or data has DHHS prepared or compiled 
which compare patient lives Jsaved by Status, pre- and post-transplant, 
for the current liver allocation system, the UNOS Board proposed . 
changes, the UPMC proposal and the In-PatienfFirst proposal? 

, I' " . , 
, 

Neither Pritsker nor CONSAD presents results in terms of "lives saved"; 
rather, they project deaths orer time. Therefore, in the tables below, 
differences in the number of projected deaths for each policy option 
when compared ,with the cu~rent policY-are presented as '«lives saved." 
Pritsker projections are "by statusn CONSAD projections are for all• 

patient groups in the aggregate. 

LIVES SAVED PRE-TRANSPLANT 

PRITSKERPROJECTIONS: 

Patient Current Board ~ives UPMC Lives IP 1st Lives 
I 

Status Policy Proposal Saved Prop~sal Saved Proposal Saved 
# deaths # deaths (~oard) 1 # deaths (UPMC) 2 II deaths (IP 1st)

I 

A/PNF 98 32 1+ 66 87 + 11 NA NA 

1 511 640 -129 79 +432 NA NA 

2 485 469 1+ 16 399 + 86 NA NA 

3 897 913 I 16 1067 -170 NA NA!­

4 318 306 1+ 12 328 - 10 NA NA
-' 

7 1395 1411 1­ 16 1003 +392 NA NA 

Total 3704 3771 I- 67 2963 +741 NA NA 

CONSAD PROJECTIONS: . 

All Current Board Jives UPMC Lives IP 1st Lives 
Proposal 

,I 
ProposalStatus Policy Slaved Saved Proposal Saved 

Groups II deaths tI deaths (Bioard) 1 II deaths, (UPMC) 2 II deaths UP lst)3 

Total 4571 4556 1+ 
I 15 4216 +355 4060 +511 

1. column 2 - 'column 3 2. column 2 - columm 5 3. column 2 - column 7 



LIVES SAVED POST-TRANSPLANT 

PRITSKER PROJECTIONS: 

Patient Current Board 
I 
Lives UPMC Lives IP 1st Lives 

Status Policy Proposal iSaved 
I 

Proposal Saved Proposal Saved 
# deaths # deaths ('Board) 1 1# deaths (UPMC) 2 # deaths (IP 1st)

I . 
A/PNF 114 198 I- 84 143 - 29 NA NA 

1 781 424 1+ 
I 

357 1826 - 1045 NA NA 

2 902 1127 : 225 1124 222 NA NAr -
3 712 633 ~ 1 79 SO + 662 NA NA 

" 30 69 
'I 

39i 1 + 29 NA NA 
" 

~Total 2539 2451 
I 

88 3144 - 605 NA NA 

CONSAD PROJECTIONS: 

I 
All Current Board Lives 

I 
UPMC Lives IP 1st Lives 

Status Policy Proposal ~aved Proposal Saved Proposal Saved 
Groups # deaths fj deaths (Board) 1 

I 
1# deaths (UPMC)2 fi deaths (IP lst)3 

Total 2466 2·\96 1 30 
1 ' 

2527 - S9 2734 - 226'-,-_.­
I 

LIVES SAVED TOTAL (PRE-TRAN~PLANT PLUS POST-TRANSPLANT)
.' I 

Model 
Current 
Policy 
II deaths 

Board 
Proposal 
# deaths 

I 
~ives 

Saved 
I 

(Board) 1 
I 

UPMC 
Proposal 
1# deaths 

Lives 
Saved 
(UPMC)2 

IP 1st 
Proposal 
fi deaths 

Lives 
Saved 

(IP lst)3 

Pritsk. 
pre: 
post: 
total 

3704 
2539 
6243 

3771 
2451 
6222 

I 
I 

i 67 
+ 66 
I+ 21 
I 

2963 
3144 
6107 

+741 
-605 
+136 

NA NA 

CONSAD 
pre: 
post: 
total 

4571 
2466 
703.9 

4556 
2498 
7054 

I+ 15 
1 30 
I 15i 

4216 
2527 
6743 

+355 
- S9 
+296 

4060 
2734 
6794 

+511 
-266 
+245 

I
1. column 2 - column 3 2. colump 2 - columm 5 3. column 2 - column 7 



Question 2. What projections or data has DHHS prepared or compiled 
which compare total patientIlife years saved by Status, pre· and post­
transplant, for the current liver allocation system, the UNOS Board 

I 

proposed changes, the UPMC proposal and thein-Patient First 
proposal? ... 

"Life-years" is an alternative measure of life-saving effects. It is 
particularly appropriate wheM, as in the case of liver transplants, very 
few patients achieve normaillife expectancies even if they receive 
treatment. Neither Pritsker nor CONSAD present results in terms of 
patient life years "saved~" Irlstead, they show total life years for 
patients over a three-year period. 

PATIENT LIFE-YEARS PRE~TRANSPLANT 

PRITSKER PROJECTIONS: 

I 
Patient CUrrent· Board diff. UPMC diU. IP 1st diff . 
Status Policy Proposal 

I 
(~oard) Proposal (UPMC) Proposal UP 1st) 

life':yrs life-yrs lffe-yrs1
I 

life-yrs life-yrs2 life-yrs life-yrs 

A!PNF 32 7 1 25 31 - 1 NA NA-I 

1 90 114 J 27 10 - 80 NA NAI 

2 507 487 I 20-I 417 - 90 NA NA 

3 13904 14138 +: 234 1.6830 + 2.926 NA NA 

4 9184 8858 -\ 326 9628 + 444 NA NA 

7 2883 . 2885 +1 2 2998 + 115 NA NA 

Total 26/;00 26492 .. -1108 29914 + 3314 NA NA 

CONSAD PROJECTIONS: 

. All CUrrent Board di~f. upMC diU. IP 1st diff. 
Status Policy Proposal (Bbard) Proposal (UPMC) Proposal- UP 1st)

I
Groups life-yrs life-yrs lite-yrsl life-yrs life-yrs2 life-yrs life-yrs3 

I 
Total 15093 17105 + 2012 18683 + 3590 19580 + 4487 

I 

I 

1. column 3 - column 2 2. column 5 - column 2 3. column 7 - column 2 



PATIENT LIFE-YEARS' POST-TRANSPLANT 


PRITSKER PROJECTIONS: \ 


Patient Current Board hiff. UPMC diff. IP 1st diff. 
Status Policy . Proposal !(Board) 1 Proposal (UPMC) 2 Proposal UP 1st) 

life-yrs life-yrs life-yrs
I 

life-yrs life-yrs life-yrs-. life-yrs 

A!PNF 653 1276 1+ 623 811 + 158 NA NA 

1 3812 ' 2077 1- 1735 8755 + 4943 NA NA 

2 8629 ' 10817 \+ 2188 11300 + 2671 NA NA 

3 11199 9983 1- 1216 882 - 10317 NA NA 
I 

4 4.19 1101 1+ 682 17 - 402 NA NA 

Total 24712 25254 1+ 542 21765 - 2947 NA NA 

CONSAD PROJECTIONS , 

I
All Current Board diff. UPMC diff . IP 1st diff " 
Status Policy Proposal (Board) 1 Proposal (UPMC) 2 ,Proposal UP 1st) 3 
Groups life-yrs life-yrs *fe-yrs life-yrs life-yrs life-y~s life-yrs 

Total 36107 36074 I- 33 36465 + 35B 35537 - 570 
,-,-, ---' 

fi I 
PATIENT LIFE-YEARS TOTAL (PRE-TRANSPLANT PLUS POST-TRANSPLANT) 

I 

Model 
Current" 
Policy 

Board 
Proposal 

I
diff _ 

I

(Board) 1 
UPMC 
Proposal 

diff. 
(UPMC) 2 

IP 1st 
Proposal 

diff . 
(IP 1st) 3 

life':'yrs life-yrs lffe-yrs life-yrs life-yrs life-yrs life-yrs 

Pritsk. 
pre: 26600 26492 

I 

·1 lOB, 29914 + 3314 NA NA 
post: 
total 

24712 
51312 

25254 
51746 

+' 542 
I 434+ 
I 

2176'S 
51679 

- 2947 
367+ 

CONSAD 
pre: 15093 17105 + 2012 186B3 + 3590 195BO + 4487 
post: 36107 36074 - 33 36465 + 35B 35537 - 570 
total 51200 53179 + 1979 55148 + 3948 55117 + 3917 

1. column 3 - column 2 2. column
i 

5 - column 2 3. column 7 - column 2 



I , 

Question 3. What projections or data has DHHS prepared or compiled' 
which compare disparities i~ waiting times by Status by UNOS region, 
pre- and post-transplant, fo~ the current liver al~ocation system, the 
UNOS Board proposed changes, the UPMC proposal and the In-Patient 
proposal? I 

'.
I 

Both Pritsker and CONSAD have modeled the expected effects of 
I ' 

various liver-allocation policies on waiting times for.a transplant. ' The 
Pritsker projections are both\ Nby status· and Llby UNOS region". ' 
CONSAD projections are Llby UNOS region" only. These tables are 
presented on the following two pages. 



Pritsker Projections: 

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

UNOSREGION 

Status AlPNF Status 1 Status 2 Status 3 Status 4 

Cur. Brd UP 
MC 

Cur. Brd UP 
MC' 

Cur. Brd UP 
MC 

Cur. Brd UP 
MC 

Cur Brd UP 
MC 

Region 1 27 3 15 54 125 9 255 243 147 476 491 445 . 726 _ 116­ -683­
-

Region 2 
-
25 5 14 132 228 61 214 251 172 417 445 434 796 822 810 

Region 3 12 4 10 31 43 5 60 68 100 168 191 346 365 351 479 

Region 4 19 ' 2 21 43 66 5 93 104 91 241 253 356 594 554 704 

Region 5 13 3 6 49 108 14 136 144 109 321 346 368 605 609 603 

Region 6' 41 to 24 59 81 5 -13:? .' 161 96 283 303 352 419 517 516 

Region 7 ' 14 3 ' 9 66 117 20 1 . ~ 
_4.. 138 107 331 3S7 378 527 521 592 

Region 8 28 . , 1 13 60 100 8 144 149 114 290 . 294 364' 452 424 517 

Region 9 16 3 10 47 88 9 147 150 104 420 420 398 750 735 731 

Region 10 19 4 13 54 76 7 132 127 110 316 319 382 •523 538 636 

Region 11I 24 4 20 44 727 - 5 93 97 121 212 216 . 355 391 376 484 

Total 19 4 12 63 107 20 134 145 123 301 319 383 577 577 639 



AVERAGE WAITING TIMES (DAYS)TO TRANSPLANT FROM REGISTRAnON 

BYUNOS REGION 


UNOS 
REGION 

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

Consad Pritsker Consad Pritsker Consad Pritsker Consad Pritsker 

Region 1 102 427 107 4.51 105 354 110 N.A. 

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

Region~3 23---­ ---rS9 25" , f72 221 81 N.A.109 . 

. 

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

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

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

Region 7 

Region ~ 

. 118 

110 

300 

236 

120 

110 

322 

240 

110 

123 

275 

227 

105 

106 

N.A. 

N.A. 
I 

Region 9 119 391 116 410 115 334 . 107 N.A. 

Region 10 88 263 91 266 110 261 93 N.A. 

Region'11 70 186 70 189 123 226 88 N.A., 

Standard Deviation" 32 N.A. 31 N.A. 1 N.A. 12 N.A. 



Question 4. If the In-Patient First proposal will save more 
patient lives, increase toltal patient life years, and equalize 
waiting times for pa,tientsl in a similar medical status across the 
country when compared to the current system, are there 
demonstrated negative effebts to patients of such proposal which 
outweigh the benefits? I 

Question s. If the UPMC proposal will save more patient lives, 
increase total patient lif$ years, and equalize waiting times for 
patients in a similar medi~al status .across the country when 
compared to the current sy~tem, are there demonstrated negative 
effects to patients of such proposal which outweigh the benefits? 

The modeling results are n~t.as straight-forward as presumed in 
Questions 4 and 5 for the ~hree measures specified: lives saved, 
patient life-years, and waiting times. Moreover, for certain 
others measures (in partic~lar, total patients transplanted and 
quality of life), neither ~he In-Patient First proposal nor the 
UPMC proposal) appears to offer an improvement over the current 
policy. '. I ~ , , 

As indicated by the tables I provided in response to questions 1-3, 
Pritsker has modeled the c~rrent OPTN liver-allocation policy, . 
the Board proposal, and the UPMC proposal but not the In-Patient 
First proposal. CONSAD ha~ modeled all four. The models show 
similar results in some ar~as and divergent results in some other 
areas, as highlighted belo~. 

1. Lives Saved 

with respect to Mlives saved total", the modeling results are 
similar. Pritsker projects that the Board proposal would yield 
an outcome almost identical to the outcome for the current policy 
(i. e., a 0.3% improvement) land that the outcome for the UPMC 
proposal would be better than both (i.e., about a 2% 
improvement). CONSAD also iprojects that the outcomes of the 
Board propos~l and the cur~ent policy would be almost identical 
(i.e., a 0.2% increase in deaths with the Board proposal) and 
that the outcomes for both ithe UPMC proposal and the In-Patient 
First proposal would be better than those for the other two 
proposals (i.e., about 4% aJnd 3.5% improvement, respectively). 

However, the modeling resulits diverge somewhat when broken down 
by Mlives saved pre-transplant" and Mlives saved 'post­
transplant". For example, :pritsker projects that the UPMC 
proposal,comparedto the c~rrent policy, would produce about a. 
20% improvement in the pre-~ransplant category but an almost 24% 
decrement in the post-transplant category. CONSAD projects a 
similar pattern (albeit with changes of smaller magnitude) for 

I ••

both the UPMC proposal and the In-Patl.entFl.rst_proposal when 
each is compared to the curt-ent policy. In particular, CONSAD 
projects improvements of abput 8%, (UPMC) and 11% (In-Patient 
First) in the pre-transplant category and decrements of about 
2.5% (UPMC) and 11% (In-pat~ent First) in the post-transplant 



category. These discrepanlies probably stem from differences in 
the structures of the mode:ls, the assumptions used for particular 
simulations, and the way results are presented (see ' 
Introduction). For exampl~, the CONSAD model seems to include 
more favorable assumptionsl regarding post-transplant mortality 
than does the Pritsker model. 

2. Patient Life-Years 

with respect to "patient life-years total", Pritsker projects
I

that the outcomes for the ~oard proposal and the UPMC proposal 
would be almost identical to the outcome for the current policy 
(i.e., improvements of 0.8~ and 0.7%, respectively). In 
contrast, CONSAD pr.ojects that all three proposals for a new 
policy would be superior tb the current policy: i.e., a 3.9% 
improvement· (Board), a 7.7% improvement .(UPMC), 
improvement (In-Patient First). . 

and a 7.6% 

As with ."lives saved", thelmodeling results for "patient life­
years total" diverge 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 $oard proposal over the current policy; 
whereas CONSAD projects improvements over the current policy of 
23.8% (UPMC) and 29.7% (tn1Patient First). Further, for the 
post-transplant category, ~ritsker projects an almost 12% 
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 TransPIJnt 
. . I . 

The sUbstantial differences in the absolute values of the waiting 
times projected by pritske~ and CONSAD (see tables in response to 
Que~tion 3) .suggest some fundamental differences in their 
approaches to this aspect df the modeling -- possibly different 
definitions of waiting time. Even the rankings of Regions with 
respect to projected waititig times under the current policy are 
different. Direct comparis~ons of the modeling results therefore 
could be seriouslymisleadi:ng. 

. I 
Nevertheless, the projectio~s of both models are qualitatively 
consistent with the reductipn in waiting-time disparity .across 
Regions that one would expect for the UPMC proposal •. For 
example, the CONSAD model projects that the UPMC proposal, in 
achieving a cross-Regions s~andard deviation of 7 days compared 
to 32 days for the current policy, reduce waiting time slightly 
in four Regions while incre~sing waiting times in seven Regions ­
- in some cases substantially (e.g., greater than 4 times in 
Region 3). 



4. Other Considerations 

The UPMC and In-Patient First proposals seem certain to reduce 
the total number of indivipuals who receive a transplant. That 
is, by transplanting a higher percentage of sicker patients, one 
would expect an in'crease ih the number of transplant failures and 
therefore an increase in the number of second (and even third) 
transplants. For every liyer used for a repeat transplant, one 
fewer individual can receire a first transplant. . 

According to Pritsker projections, the current policy would 
enable 12,650 total transp~ants over three years; of these, 
10,990 would be to first-time (non-repeat) patients and 1,660 

. I
would go to repeat transplants. For the UPMC proposal, Pritsker 
projects that first-time pittients would receive only 10,230 
transplants -- a 'reduction \of 760. 

In addition, the UNOS Liver Committee and the OPTN Board have 
considered a wide variety 6f other measures. One of the m9st 
important is quality of life. Any policy changes that were t'o 
increase waiting time for ~ transplant significantly could have 
an adverse effect on qualitY'of life overall -- for, in general, 
post-transplant health for!liver patients is better than pre­
transplant health. In thi~ regard, the Pritsker model projects 
that the UPMC proposal would increase the lower-quality pre­
transplant life years from 126600 to 29914 while decr~asing the 
higher-quality post-transplant life years from 24,712 to 21,765. 
The CONSAD model projects ~ 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). 



Question 6.DHHS has' data IWhich indicate siqnificant differences 
in risk of mortality for liver patients, pre- and post­
transplant, between cente~s performinqmore than 3S transplants 
per year and those performinq fewer than 12 transplants. Are 
there demonstrated medicali benefits to patients to encouraqe

• ! ••pat1ents to choose to be transplanted at h1qh r1sk centers? 

There are data that would' lindicate that in the aggregate centers 
that do fewer than 12·tran~plants per year are higher risk 

I . 

centers, and that the centers with more than 35 transplants 
annually have the lowest mortality rates. However, not all low 

• I .volume centers (1.e., fewer than 12 transplants per year) are 
higher risk centers. somelhave high survival rates and some have 
low survival rates. In 1993, four out of 17 centers doing under 
twelve transplants per year had a survival rate above the ' 
national average and abOVej the Me.dicare standard. 

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

The reasons a pat1ent may choose a low volume center or a h1gher 
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 cent~r. 



Question 7. Of those centers performing fewer than 3S liver 
transplants per year, how ~any are approved for participation in 
Medicare, Medicaid, VA or :other federal government programs for 
reimbursement for liver transplants? 

There were 73 liver transpllant programs performing fewer tha'n 35 
• I, •

transplants ln 1995. Twenty-two of these were Medlcare 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 transplant 
programs in the u.s. Sixty of these are Medicare approved 
centers and two are VA approved programs. 
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Presldmt William l. Clinton !Yla FacaimUe: 2.01.456.2.983 
1bc \Vh1te House 
"1'600Pc:nnsylvania'Avcnue 
~f' D.C. 20S00 

DC:a.r Mr. ~rident: 
As you know. I have always been :~ery active and interested in 

issues that affect Pittsburgh and the State ofPctUlSylvania. The largest 
employer in Pittsburgh is the Univc:bity ofPittsburgh and the related 

...... UniVcr!:ty ..,f Pittsburgh Medical ~.oentcr (UPMC). In my real estate 
and development business, UPMC :.v.s.s been 8. Good client for a number ' 
of y~. Although I ~ve"'follo~ and'~pported tho activities of 
UPMC for many years, I,:.Bm not ~ lobbyist or paid consultant for it. 
Thus, I wish to bring to your atten:iion e.n urgent matter that has been 
pending at the Department ofHeal~ and Human Services (DHHS) for 
over four years ~ch affects UPMC. and more especlal1y patients 
~ting for org~1ant.s at liP¥C. 

i " . 
UPMC is'~ne of tho leadi.n8 teaching and research hospitBls"in 

the country ~ is a world leader i!n the field of organ 1ransplantatioD, 
cspeei811y liver transplantation.: !As a result of the passage of the 
Naxioz:yU Orgm Trapsplant Act jn 1984, ,the comrol of donation. 
allocation acd distrlbution of life-Saving organs is placed in the Organ 
Procurement and Transpla1+tati?n NctwDIk. (OPlN) subject to 
supervision and :review by DHHS. The OnN is opcmtcd Wldcr 
cOntract with DHHS by the United Net\VoIk for Organ 'Sharing 

. (UNOS). a private c:nt3.ty. UNOSihas 430 membc:rt.276 ofVw'bic:h 8lC 

transplant eeDt:rs, incl~ UPMC. The other mem'bc:ts of UNOS 
~udc organ ~exii organfzauons. other medical organizations, 
11 voluntary hc:elth organizationS, and only (; membeis oftbc ~ 
pUblic. Decisions at UN,OS arc #mde on til;' C:ono-mcmbet. oa.e-v~" 
rule. Th~ tnmsplant centers (n.ot 1he patic::nts) control die decision 
~. . . 

P6/b(6)
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UNes bas ~ 'WOllmbuy policies dealing 'With cbC 
opemtions oftbe OP'IN (ancluding howotgmI arc allocatcd to 'MIiting 
patients), but I1Otwi6J.standing n:peatcd Congrcssicm.el criticism off'oot i 

dragging, DHHS has rae'Y'a' 8doptcd Illt'J blMJag regu1atians. DBHS 
began woddng OD. ~om in late 1989. In late 1990. UNOS. 

•. 	 'Without DHHS'. review or ~ eJiminated the STATpdodV fOr 

allcv:etlng liven: 'IOtbc skkCst pllficats wbc:tcvet located In fm:Jr of 

ellcv:eting moat livers usmg 1bc cum:at scogra:pb.y-Umlted .1J)'Stcm.. 

UPMC c:ompJ.a4lcd in writ1al to former DHHS Sccrctaty Su1liVlUl in 

March" 1991. cO DO ..valL sbortly.beCore fCU tDok officew DHHS wa.s 

rcpottcdly pnprcd to ~ lqUlatioas a.dopting the th~ 

Iyatcm bued on small gcognlpbieercu. 


\ . . 	 . 
At the urging of Congress and others, your DHHB appointees 

began looking at tho'issues again in 1993. DHHS publlahod proPosed 
tcgulations in September. 1994. seeldng comment from the transplant 
community. The preamble to tboJc ptopc;od regu1atiOD~ apec.ifically 
a.skod for commeut 00. the ~ el1oc:ation policies of UNOS as in 
effect after the 1990 "~ and Bta1:od (hat «"the ~ organ 
allocation policies ••• raise Idifficult issueS." UPMC and others 
submitted commctJts and pr:q~ altcmative allocation systems in 
Dccembe:r. 1994.· Although! DHHS atstcd in the preamble to the 
proposed ~atiOI1. "{t]hc ~ is bc:i.o: initiated to allow the 
earliest possible $ption of! final alloc:a1i.ou policies _ .., Bftcr t9Io 
years DHHS has still not ~ any dcdsiona on the iuuc. UPMC 
holieves that DHHS must m~c quickly to change fhc curre.at organ 
alloCation policy because ~ca.ts ere dying whilo wzdtingfor a liver 
transplant Who wouli:l:~ oth.c.r:viise au, ifthe .cdsting organ allOcation' 

system 'WOre changed.. . I : . ."~.' '. 

The CUII'CtIt liver aUoc:ation policY WOlb as follows: 

1.:' Pm~im:.~gmd to ~ ~.~ding upon ihctt 
medical cxmdi1ion. !'8 ~by tho physi~with Status 1 being 
the adck.est pati.entS- (in. in1=sive care 'With. ~ life c:x.pc:etBEK:)" of7 days 
or lea); Status 2. bcliia pa1i~ "Who ~ cc:m1inuatzs1y hospifaU,..M 
Status 3 8RI patico.t3 who are homebound. and Stata5 4 pe.1iCDts arc ~ 
least sick.. ' .. 

http:patico.t3
http:curre.at
http:alloc:a1i.ou
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2. GeographicallY. fhc United. Statc.s is divided. into 69 
organ proeurcmcnt organization (OPO) setric:c areas which arc 

• I • 

aggregated mto 11 UNOS rcgJons. . 

. 3. LiVCl'l ~.n~ first to Status 1 through 4: patients 
i.D. the OPO sc::rvicc cca; Ifn6t acc:cptccl widUn.the OPO ~cc area.. 
they ~ ellocatc<1 to Ste1m 1 ifhtough " pati=ts in the UNOS region; 
and tinally to StAtws 1 throUgh 4: patients anywhere in the country 
outside the region. . I . " " 

The effect of the current polle)' i.a to allow • Status 3 or <4 (non­
hospitAlircd) patient to rccei~ a d.ozWc4 Uvcr, imtcad of using that 
organ to tnmsplant a Status 11 or 2 patient \W.o. by definition. is llC8%' 
deAth" simply bocausc the stab :; or 4 petictlt is on the waiting list of 
a transpl811t center near YJhcrclthe liver is doc81ccl .AftI:r development 
of the University OfWlSOOnsiri solution elmost 10 years ago, a doriated 
liver ean be preserved and Iahippcd anywb~ in the country by 
·commercial airline (12 to 18 hours) end Itill be viable ·for" 
tnm.splantation. ~. 

,.\ ." 

Sevoral viable altcmatiVe5 to the current system have heeD 
proposed by UPMC and othcrk. The proposal made by UPMC would 
allocate the livers first to a bmpatiblo Statu.s 1 in the loc.al· OPO . 

I . 

service area, then to a compatible Status 1 a.cywbcre in the country; if 
the:c is no compatible Status 11 paticm. the organ would be offered finlt 
to a compatible status 2 pati~ in tho OPO service 8I'Ca and then to e. 
compatible Status 2 patient ahywherc mthe countIy. and so on for 
Status 3 and 4 patients. This Proposal would Bllocatc the liven to the 
sickest patients in the largest ~ble geogtap~ area wbete; tlle 'o;:gan 
can be transported a.ad remain in good condition to be transplanted.

I 

Another proposal UMn,,, allocatcdoD.atcd livers to coin~ble 
hospitalizod patiCIJ.t3 (S~ 1 I 

hospitalized paticms' 
maintains the "local I 

IY~ but in.surcs that 
"Without a transplant;&ve the 
liver. 

2) first end then to compatible non-
Fhat system"). this prcpos.al 

geographic limits of the CUII'Ctlt 

'Who haw the greatest risk of dying 
opportuni~ to receive a compatible 

.. 
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.•• allocation policy docs not benefit patients waIting far live:- tran.sp1..ml1s• 
either. The results O~ ell ofi the studi~ indicate that m~ patic:nt.t die 
annua1Iy under the existing system than unacr the UPMC or In-Paticnt 
First altematives. neither of "Which the UNOS Boatd is i::um:IDfly 
considc:ri.ng, and that there ~ greata disparity ofwaiting times amoag 
patients with similar mcd.ical conditions und« the existing policy than 
under either ofthosCFoPosM altemative allocaiion systems. 

UPMC believes that DImS should move for¥llU:'d immc:dlatd.y 
to develop end pramulgat~ the ectual organ alloCation policy. If 
DHHS gives more weight to the Interests of paticut.s tb.ao. transplant 
centers. "the new live:- alloc8tion ~ wiU: (l) allow the patient to. 
choose the tiansplant center'; and. (2) direct ~ organs to the neediest 
patients wherever located. I The CUO"CIlt I$)'1i1.Cm is d~cribod in 
comments recently submitted by tho University of Nebraska Medical 
Center at e. UNOS forum: 

. I 
"•.. the policy mandates that describe liver 
allocation are not pktient-directed, but rcmuin 1 

t 

entitlement progra.$ selVing tnnsplantation 
centers rather than .patients in a d.i.rect and 
monitorable fasbioIi." 

Does DHHS want to CDdode this type of polley? DHHS must make 
the decision on liver allodation policy. UNOS has tshovvn tlw it 
canno~ or will not. At Present:. everything is in limbo,with no 
reasonable prospects for c~e. and. by default. the c:xitrting systc:m. 
remains in place~ I 

. . 
I rocognize your tremendously busy schedule and the 

significant issues tha.t you must face each day. I also mow that you 
m.e.intaln a deep and abidillg COUC(:[ll for the hc8lth. and well-being of 
ell of our elwns and'z;re com.m.i1:ted to the prlnoiples offalmeas and II. 
responsive end respoiisible IgovCl1J.I.D.C'.tlt. I ask for your ~ in 
inst!rlng that DHMS moves immediately w adOpt regulatioDS for tile 
OPlN that will protp.:t thbse patients facing imminent death while 
awaiting transplantstand be fair and equiUsble to all patients. 

I . .­
I haVe taken the liberty· of at1ft.d1ing to this letta a few 

questions. the answers to which will fOCUll attcc.tion on the important 

http:I$)'1i1.Cm
http:considc:ri.ng
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-. . 
, PO~CY i.ssuc.1 that need 10 be I\:iolved, Tba.ak you vc::ty mw:h for your 
a.sauta.a.oe. &ad I ft':l:D.ein I 

__~)'DUtS. 

,. 
#. • 
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QucUiQuS 

• I 	 • 
1. 	 What p:ojcc:fiODS or .ds1a has DHHS prcparc:d or colIll'ilcd which 

CGfapm: patieat liv~ I8.VCd by Status. pn>- and post..uausplant. 
for the cum::m ~ iaUoeatiou a)'ItCm. thetJNOS Board 
~ changes" 'dle UPMC proposal and the In·Patient Fust 
propoaa11 \ 	 . . 

, 	 . 
,. I.· 	 . 

'What proJediODI or c1ata has DHHS ptcptred or compiled wblch 
cotnplll1'C total ~ Ufc yeats saved by Status" prc-cDd past­
trIUlSpla.nt. {or the c6reat livct alloc:a1ion aratcm.. the UNOS 
Board proposed cbariges, thc UPMC p;oposal and the J:n..Parlent 

F:"Jnt proposal? \ 	 .. 

3. 	 Wb.st projections or data has DEBS prepa.rcdor compiled which 
compare disparities hi waiting tim~ by status by UNOS rogion, 
pre- and post--tIBnSpltmt. for the cunent liva allocation syltCnl.,

I
tho UNOS Boar4 ptQposed chm:Jges. tho UPMC proposal and the 
In-Patient Fmrt propoSal? 

. \ 	 . 

4. 	 If the In-Paticht P~t proposal will save morc patient lives,. 
inc::.reue total patient J,ife years, and cqu.e.1.iu waiting times for 
patierts in a simi1ar \mediee1 statu.! e.c::ross the country when 
compared to thccummt system. arc tbcrc dcmonst:ratedl'lOgative 
effocf:s to patients ofs~ proposal which outweigh the benefits? 

\ . 

S. 	 Ifthe UPMC proposal: will· save more patient lives, increase total 
patient life years. and equ.a1izc wa1tiDg times for· patients in a 
similar medical status\scross lhe eountty when compared to the 
cu.rrent sys:tetn.. ere ~ere dc:mon.stra.ted negative e:ffi::.cts to 

. patients. ofsuch proper~ outweigh the benefits? 

6. 	 DHHS has daU"'Vo'bich indictJtc significant differences in risk of 
mortality for liv« ~c:nts. pre-- end ~st-tmusplant. between 
c:c:ntcrspcriOnl1;ng m+C than 3S trmsplanta per year ~ those 
"ocdonning ~~. 12 traD3planta. Axe there dem~ 
medical benefits to Patients to encourage patients to choose to be 
tnm.splsr:Jtcd athigh rlsk ccmas? 

http:cqu.e.1.iu
http:trIUlSpla.nt
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. . 

.. .. 
7. 	 Of those -c:cntcas pc:rfonning fcwcro ibm 3S I.ivc:t' tnmsplants per 

year, how many ~ epprovcd fat participation in Medicare" 
Modicai~ VA' or ~~ fedcml govcmment pr'Ogxmns for 

. reimbursement for Ii':'«bnsp1ams'1 

s. 	 How man.y CCCttoral pc:rfarmlag ~GW:l12livcr~ . 
per year. IU\d .In:! eny of those ccutca appraw:d for partic:.ipmon 
in Mcdiearc. Mcdibaid. VA or 'oChc:r fcdcm1 government 
programs for rohnbu.tb.c:nt for Uvc:r 1nmsp1.mts? 

9. 	 :Has D.mS QC(~bl~ 81rJ critaia for de:tcmUning when the 
mortality l1lf.c.1ut • li~ transplant ccmcr is lmaooeptablc so that 
the c:c:nter It",y Dot ~pale in aow:mm~t rcimbursea:u:nt 
programs or n:cdve Uvea for transp1a.at7 

,.' 

.. .' 
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MEETING ON HEALTH CARE 

DATE: December 2, 1996 
TIME: 3:30 pm 
LOCATION: CHR's Office 
CONTACT: Chris Jennings 

I. PURPOSE I 

To discuss the Administration's Positibn on proposed changes in the current national liver 
allocation policy. -

IT. BACKGROUND 

Secretary Shalala sent a letter on No~ember 8, 1996 to Mr. David M. Matter regarding the 
Administration's position on organ transplants. In this letter, the Secretary stated her 
commitment to achieving a prompt arid fair resolution to issues over allocation of human 
livers. (See attached letter) ­

In particular, the Secretary plans to take three actions related to these issues. First, she has 
I 

asked Assistant Secretary for Health Phillip R. Lee, M.D., to chair a panel to hold public 
I 

hearings on these issues. (On November 8, the Secretary forwarded to the Federal Register a 
notice announcing the public hearingsl which are to be held December 10 and 11, 1996). 
Second, based on these consultations hnd other public comments, the Secretary will determine ­
in the next three months which of thelliver allocation policies promises the best result for the 
patients of America. Third, the Secretary will submit to OMB the text for a final rule that 
codifies the strucure and basic operatihg principles of the Organ Procurement and 
Transplantation Network. 

ITI. PARTICIPANTS 

Participants will include: 

Walter K. Graham 
Executive Director 
United Network for Organ Sharing 

Arthur Watson Bell 
Chairman, Patient Affairs Committee 
United Network for Organ Sharing 

Jean Ann Bell 
Liver Transplant Recipient 



I 
IV. SEQUENCE OF EVENTS I.. 

I
This meeting will be led by you and Chris Jennings. 

, I 

V. MEDIA 


No media will be present. 


VI. 
) 

REMARKS 


No formal remarks will be prepared. 



