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CONGRESSIONAL OPPONENTS OF FAIRER ORGAN TRANSPLANT SYSTEM 
, TIIREATEN BIPARTISAN AGREEMENT ON HHS RULE 

Ba.ckSIound: Congressional opponents ofthe HHS rule ~o encourage a fairer organ transplant 
system are attempting to overturn a bipartisan agreement reached last week betweeIi the 
Administration and congressional negotiators designated by the Republic,an leadership, The 
vetoedLabor~HHS bill contained an w1aCceptable policy rider that prohibited the HHS rule 
from going into effect for 90 days, and established a duplicative public comment and 
republication process designed to delay the rule even further. The bipartisan a.greement 
reached last week greatly shortened ana simplified the process by permitting the ruie to go 

forward inune<iiately after a six week consultation process, with the transplant community, 


, Congl'essional opponents of the rule, led by Senate Republican leaders, are now reneging on 

.that agreement and adding the original vetoed language to the Work Incentives Act. 

First proposed in 1994, theHHS organ transplant rule sets out broad guidelines for tht: ·Org~'1 
ProcUrement and Transplantation Network (OPTN) to establish a fairer and more unifonn 
organ allocation system, Bet\veen 1994 and 1998, there were three public conunem periods 
on the rule, three full days of public hearings conducted by HHS, four. congresslonal 
hearings, and extensive direct consultation between HHS and the transplant community. In 
April 1998. HHSpubJished a final rule. . , 

In October 1998, Congress enacted a one-year moratoriwn on implementation of the tinaI rule 
and .asked the Institute of Medicin:e to conduct a study of related issues. The 10M report 
broadly validates the goals and requirements of the. rule, including the importance of strong 
federal oversight of the transplant system; broader sharing of organs; and the importance of 
transplanting organs into the most medically urgent patients. HHS published all amended 
final rule in October 1999 that is fully consistent with the 10M report and includes other 
changes recommended during hundreds of hours of additional discussions over the last year 
between. HHS officials and representatives of the transplant community. 

C9ngressionaT Oppous<nts of Fairer System Reneie on Final Agreement for HHS Rule: 
Administr~tion representatives worked in good faith· with leadership-designated congressional 
negotiators last week to reach agreement on the six week delayed effective date for the HHS 
mte. House Appropriations Committee Chairman Young, Labor·HHS Subconunittee 
Chainnan Porter and other key members were directly involved in what was understood to be 
a final agreement. Last minute efforts to renege on .the agreement are clearly inconsistent 
with the spirit of the negotiations and raise serious questions about the finality ofother 
negotiated agreements. These efforts also are inconsistent with commitments made last year 
that the one-year moratorium imposed at the time would be the fmal congressional delay. 

Extended Moratprium Part pfCalcu]ated Strategy to Delay BHS Rule Indefiuit«ly: 
The bipartisan agreement reached last week includes report language expressing the intent of 
Con~ess to impose no further delay in the rule beyond the six week consultation period. 
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However, opponents of the rule in the transplant community and the Congress consider 
congressional moratoria to be their uace-in-the-hole" and intend to continue pursuing a series 
of delays until authorizing legislation or outside litigation can achieve their long-tenn goal of 
preventing HHS from requiring a fairer organ allocation system. The new 90 day moratorium 
is designed to block the rule until Congress can return. next year and delay the rule again, 
either through supplemental appropriations legislation or through a reauthorization· of the. 
National Organ Transplantation Act (NOTA). NOTA reauthorization legislation sponsored 
by Representat~ve Bliley. whose district includes the OPTN's headquarters, would block the 

. rule pennanently and has already been reported by the House Commerce Committee. 

In addition, the language imposing the 90 day delay'creates a duplicative public comment and 
republication process desigtloo to bury the rule in red tape and expose it to further litigation. 
The rule has already been published three times with tluee separate public commerit periods. 
This provision establishes a presumption that further changes will be made in response to yet 
another comment period, and eXposes HHS to litigation if changes are not made because the 
Department detennines that earlier revisions have addressed the concems. 

Extended Delay will Pmyem Congress from Making Informed Decision on NOTA 
Reauthorization: The HHS rule provides the OPTN with three months afte.! the rule becomes 
effective to develop a proposed allocation policy for livers. This process, setting policy for 
the scarcest organ, is widely considered to be a key test of whether and how the transplant 
community wilf develop a fairer and more unifornl allocation system. In considering 
. legislation to reauthorize NOTA. it is critical that Congress be infonned by this process. 

However, under the new 90 day moratorium, it would be a minimum of six months -late May 
2000 at the eartiest -.before the OPTNis required to come forward with a new allocation 

. policy. Additional congressional riders or litigation brought about by the duplicative 

comment and republication language would likely delay the proc.~ss further. This would 

delay the network's production of a liver policy beyond congressional NOTA hearings, and 

perhaps beyond the passage of a NOTA reauthon.zation bill as well. Conversely, under the 

bipartisan agreement reached last week, the network would be required to produce a iive.r 

policy no later than April t, 2000. 


Extended MorQtoti!Jm is Fundamentally IncQnsjstent with. Sound Poli<;y and Health Concerns: 
Given that almost 5,000 patients die each year while awaiting an organ transplant, it is 
inappropriate for the Congress to continue to block responsible fed,eral guidelines that can 
help to establish a fairer organ a1location system. The 10M, charged by Congress with 
reviewing the HHS rule, strongly supported the core concepts of broader sharing to better 
serve the most medicalJy-urgent patients, and strong federal oversight to ensure 
accountability in the system. Congrescs should let the process move forward and then exerci&e 
appropriate oversight and timely reauthorization of the NOT A statute. 



Or~c>" .~al\S'r'~"+f 
Rl(.

THE WHITE HOUSE 
"T 

Office of the Vice President 

For Immediate Release: Contact: (202) 456-7035 
September 24, 1999 

. . 

VICE PRESIDENT GORE LAUNCHES NEW EFFORTS TO INCREASE ORGAN 

DONATION NATIONWIDE 


Today, in an event with families who have donated and received life saving organs, Vice 
President Gore unveiled a series ofnew Federal and public-private initiatives to increase the rate 
of organ donations nationwide. They include: the enactment of the Organ Donor Leave Act; a 
new $13 million grant program to provide funds to community based organizations 
implementing strategies to increase organ donation; a series ofnew television ads and corporate 
partnerships designed to inform the public about the importance and process of organ donation; 
and new Federal efforts to educate health care providers nationwide about best practices in 
working with the families of potential donors. 

"The steps we are taking today will not only enable many more people to understand the need for 
organ donation," said Vice Pres~dent Gore. "It will help people~meet that need -- and to share the 
gift of life and health." 

. ) 

THOUSANDS DIE EACH YEAR WAITING FOR ORGAN TRANSPLANTS. This year, 
of the 65,000 patients on the national organ transplant waiting list, almost 5,000 will die while 
waiting for a donated organ. Less than one-third about 20,000 are likely to receive 
transplants. Only 8 percent of the tissue needed for surgery is available. Most Americans say 
they support donation and would carry out their loved one's wishes if they knewthem, but only· 
about half of families asked give consent because they don't know what their family member 
would have wanted. 

NEW ACTIONS TO INCREASE ORGAN DONATION NATIONWIDE. Today, the Vice 
President will: . 

Announce the enactment ofthe Organ Donor Leave Act. Today, President Clinton will sign 
the Organ Donor Leave Act, which was introduced by Congressman Elijah Cummings (D-MD) 
and Senator Daniel Akaka (D-HI) and sponsored by a bipartisan coalition of25 members, 
including Senator Bill Frist (R-TN), into law. Because the current seven-day limit on leave for 
Federal employees for organ donation is insufficient for recovery, this important legislation 
quadruples the amount of paid leave available in addition to sick or annual leave to Federal 
employees who donate organs for transplants.,As the country's largest employer, this new law 
will help the Federal government set the example for the private sector as well as other public 
organizations. Under this new law, Federal employees serving as organ donors would receive tip 
to 30 days of paid leave in addition to sick or annual leave. , 



Launch a $13 million grant progra~ to improve local organ donation efforts. Today, the 
Vice President will release the first $5 million in grant funds to 18 grantees nationwide to 
improve the donation request process, increase outreach to minority communities, and . 
implement school based .and workplace donor education programs designed to educate families 
about the importance of organ donation. For instance, grantees will use internet based services 
to support donation; develop easy to access computer centers in public areas where they can 
record their wishes on organ donation at the same time they renew their drivers' licenses; 
provide information on organ donation to. teenagers in drivers education classes; and utilize 

. parents of organ donors as counselors to other donor. families. 

Announce new public service announcements to educate families about organ donation. 
Today, the Vice President will release new television public service announcements to promote 
organ donation and encourage families to share their decisions on donation. These 
advertisements, which will be distributed to all major networks and cable stations, are expected 
to receive $10 million worth ~f donated air time for the advertisements. They include a toll-free 
number (1800355 SHARE) that provides families with information on the importance of organ 
donation and helps them discuss this difficult subject with their loved ones. 

Announc~ a series of regional conferences to promote best practices in working with the. 
families of potential donors. The Vice President will announce that, beginning in early 
December, the Department of Health and Human Services (HHS) will hold four regional 
conferences to bring together health care providers and transplant professionals from hospitals 
and organ procurement organizations to, share successful strategies for communicating with 
potential donor families. A new resource guide developed by HHS, Roles and Training/or the 
Donation Process, will be used to educate conference attendees. This guide, developed in 
cooperation with hospitals and transplant professionals, will also be distributed to ,every hospital 
participating in the Medicare program by the end of the year. 

BUILDS ON AL GORE'S LONG STANDING COMMITMENT TO INCREASING 
ORGAN DONATION. 
• Vice President Gore has a longstanding commitment to increasing organ donation 

nationwide. As a representative, together with Senator Orin Hatch, he cosponsored the 
National Organ Transplant Act of 1984, established a computerized network to match 

. donated organs with the patients who need them, outlawed the buying and selling of 
organs, and called for a study of the ethical issues surrounding transplants. 

. • The Clinton-Gore Administration launched the National Organ and Tissue Donation 
Initiative in December 1997to involve public and private partners to educate providers : 
and consumers about the importance of organ donation. 

• During 1998, HHS issued a new regulatlonrequiring hospitals to notify organ 
procurement organizations (OPOs) of all deaths and imminent deaths in order to ensure 
that opportunities for donation are not overlooked. In 1998, organ donation increased 5.6 
percent, resulting in approximately 600 additional organ transplants and up to 14,000 
more tissue transplants - the first substantial increase since 1995. HHS continues to work 
with health care organizations, faith organizations, educational organizations, state 
partners, and donor and recipient groups to educate the public about the importance of 
organ donation. 



• 	 The Federal g~)Vernment is educating its employees about donation, in ,order to serve as a 
model for other employers. With assistance from the Office ofPersonnel Management, 
HHShas provided donation materials to over 100 Federal agencies for employees, 
including donation messages on pay stubs and full-page donation ads in the federal health 
plan catalog for the past two years. 



Roundtable Discussion on Organ Donation 
Old Executive Office Building, Room 450 

Washington, DC 

Friday, September 24, 1999 -- 11 :15am - 12:00pm ( 


Briefing prepared by Sarah Bianchi (202) 456-5585 

EVENT. 

You are hosting a roundtable discussion on the issue of organ donation. You are having a 
discussion with four people who received a life saving organs, donated an organ, or have family 
members who donated an organ. (Some of the participants will also have family members on the 
stage). 

This event is OPEN PRESS 

LOGiSTICS 

Off·stage announcement of the Vice President; 

The Vice President proceeds onto stage and takes seat, joining the organ donor/recipient 
families; , 

The Vice President makes brief remarks and opens the discussion with organ 
donor/recipient families; 

The Vice President moderates the discussion with four organ donors and recipients and 
some of their family members; . . 

The Vice President closes the discussion and departs. 

YOUR ROLE AND CONTRIBUTION 
This event provides you an opportunity to highlight your longstanding commitment to organ 

donation. You are announcing some new steps the Administration is taking to promote this 


. issue, including (1) the enactment of the Organ Donor Leave Act; (2) a new $13 million grant 
program to provide funds to community based organizations implementing strategies to increase 
organ donation; (3) a series of new television·ads and corporate partnerships designed to inform 
the public about the importance and process of organ donation; and (4) new Federal efforts to 
educate health care providers nationwide about best practices in working with the families of 
potential donors. . . 



NEW ORGAN DONATION INITIATIVES 

Background on organ donation. This year, Of the 65,000 patients on the, national organ 
trallsplant waiting list, almost 5,000 will die while waiting for a donated organ. Less than one­
third about 20,000 are likely to receive transplants. Only 8 percent of the tissue needed for 
surgery' is available. Most Americans say they support donation and would carry out their loved 
one's wishes if they knew them, but only about half of families asked give consent because they 
don't know what their family member would have wanted. ' 

Specifically, the Vice President announced: 

The enactment of the Organ Donor Leave Act. Today, President Clinton will sign the Organ 
Donor Leave Act, which was sponsored by Congressman Elijah Cummings (D-MD) and Senator 
Daniel Akaka (D-HI), into law. Because the current seven-day limit on leave for Federal 
employees for organ donation is insufficient for recovery, this important legislation quadruples 
the amount of paid leave available in addition to sick or annual leave to Federal employees who 
donate organs for transplants. As the country's largest employer, this new law will help the 
Federal government set the example for the private sector as well as other public organizations. 
Under this new law, Federal employees serving as organ and tissue donors would receive up to 
30 days of paid leave in addition to sick or annual leave. 

The launch of a $13 million grant program to improve local organ donation efforts. Today, 
the Vice President released the first $5 million in grant funds to 18 grantees nationwide to 
improve the donation request process, increase outreach to minority communities, and 
implement school based and workplace donor education programs designed to educate families 
about the importance of organ donation. For instance, grantees willlfse internet based services 
to support donation; develop easy to access computer centers in public areas where they can 
record their wishes on organ donation at the same, time they renew their drivers' licenses; 
provide information on organ donation to teenagers in drivers education classes; and utilize 
parents of organ donors as counselors to other donor families. 

New public service announcements to educate families about organ donation. Today, the 
Vice President released new television public service announcements to promote organ donation 
and encourage families to share their decisions on donation. These advertisements, which will be 
distributed to all major networks and cable stations, are expected to receive $10 million worth of 
donated air time for the advertisements. They include a toll-free number (1800 355 SHARE) that 
provides families with information on the import~ce of organ donation and helps them discuss 
this difficult subject with their loved ones. 

A series of regional conferences to promote best practices in working with the families of 
potential donors. The Vice President announced that, beginning in early December, the 
Department of Health and Human Services (HHS) will hold four regional conferences to bring 
together health care providers and transplant professionals from hospitals and organ procurement 
organizations to share successful strategies for communicating with potential donor families. A 
new resource guide developed by HHS; Roles and Training for the Donation Process, will be 
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used to educate conference attendees. This guide, developed in cooperation with hospitals and 
transplant professionals, will also be distributed to every hospital participating in the Medicare 
program by the end of the year. 

THE VICE PRESIDENT'S LONG STANDING COMMITMENT TO INCREASING 
ORGAN DONATION. 

• 	 The Vice President has a long record on increasing organ donation nationwide. As a 
representative, together with Senator Orin Hatch, he cosponsored the National Organ 
Transplant Act of 1984, established a computerized network to match donated organs with 

. the patients who need them, outlawed the buying and selling of organs, and called for a study 
of the ethical issues surrounding transplants. 

• 	 The Clinton-Gore Administration launched the National Organ and Tissue Donation 
Initiative in December 1997 to involve public and private partners to educate providers and 
consumers about the importance of organ donation. 

• 	 During 1998, HHS issued a new regulation requiring Iiospitals to notify organ procurement 
organizations (OPOs) of all deaths and imminent deaths. in order to ensure that opportunities 
for donation are not overlooked. In 1998, organ donation increased 5.6 percent, resulting in 
approximately 600 additional organ transplants and up to 14,000 more tissue transplants - the 
first substantial increase since 1995. HHS continues to work with health care organizations, 
faith organizations, educational organizations, state partners, and donor and recipient groups 
to educate the public about the importance of organ donation. 

• 	 The Federal government is educating its employees about donation, in order to· serve as a 
model for other employers. With assistance from the Office. ofPersonnel Management, HHS 
has provided donation materials to over 100 Federal agencies for employees, including 
donation messages on pay stubs and full-:page donation ads ,in the federal health plan catalog 
for the past two years. 

BACKGROUND ON EVENT PARTICIPANTS 

Oscar Robertson (the Big 0) is generally considered the greatest all-around player in basketball 
history and international ambassador for the gari1e 24 years after retirement. He has been an all­
time all-star at every level- high school, college, the Olympics and the National Basketball 
Association, which recently named' him one of the .greatest players of all time. During his pro 
career he served from.1963 to 1974 as President of the NBA Players Association and today is 
President of the Retired NBA Players Association. . 

Since his retirement, Mr. Robertson has been active as a broadcaster, author, clinician and 
entrepreneur. One of the nation's leading small business owners, he is founder and President of 
CinciImati-based Orchem, Inc. and Orpack-stone Corporation. 

One of Mr. Robertson's proudest achievements was his 1997 donation of a kidney to his 
daughter, Tia, who had suffered a kidney failure as a result of lupus. He has since become 
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active with the National Kidney Foundation, serving as an ambassador for organ donation and as 
Honorary Spokesperson for the 1998 U.S. Transplant Games, where Tia participated with fellow 
'transplant athletes and won a gold medal in doubles tennis. 

Tim Thompson a 42 year old telecommunications expert for United Postal Service, lost his wife 
Harriet, aged 32, to a brain aneurysm three years ago. Because of the recent death of a close 
relative, Tim and his wife had discussed organ donation and he knew that she wanted to be a 
donor. Because he was overwhelmed trying to cope with the reality of his wife's sudden death 
arid the impact it would have on their two children, Anne-Hamilton (aged 11) and David (aged 
7), hedoesn't think that he would have remembered that Harriet wanted to be an organ donor. 
Even if he had remembered, Tim thinks that he would have had' an extremely difficult time 
bringing it up with hospital staff: When a nurse asked him.about the possibility of donation, he 
remembers feeling "pure relief' at the idea that someone was there to help him carry out his 
wife's wishes. Harriet's organs went to seven different people, all of whom are doing well. Tim, 
who now serves on the Kentucky Organ Donation Affiliates' Board of Directors, is working with 
UPS to develop a workplace donation education initiative. His project has been selected as one 
of the first HHS Model Programs to Increase Organ Donation, and will receive almost $140,000 
of the $5 million in grant funds that the Vice President is releasing today. 

Jose Torres received his donated liver in July of 1997. A few months before that, he developed 
debilitating pains in his abdomen. He thought that it was· food poisoning, and his wife Maria 
rushed him to the hospital where he ended up staying for almost a month. Jose was diagnosed 
with a rare liver disease, and he and his family learned that without a transplant, he had less than 
a year to live. Those months were stressful ones for .the family; Jose was forced to leave his job 
as a homicide detective and stay athome. Maria was forced to work extra hours and worried 
about the family's financial future; their six children all spent more time at home to try and help 
as much as they could instead of playing sports after school and taking up extracurricular 
activities. Jose calls his transplant a "gift from God" ...,. he and his family now appreciate every 
day they have together. He speaks whenever he can about the importance of organ donation. 

Sarah Lee Beck and her husband Mark donated their three year old daughter Anna's heart 
valves, corneas, liver, and kidneys after she died of a brain aneurysm in February 1998. Sarah 
said that the decision to donate Anna's organs was not a difficult one; although the day her 
daughter died was the worst one of her life, there was never any question about what they would 
do. She and her husband Mark have both pledged to donate their organs, and she speaks with 
pride of the people Anna helped. Sarah is extremely thankful for the support and guidance her 
local transplant organization provided her when they made their decision. Sarah and Mark have 
two children, David (aged 6 months) and Lily (aged 3). 
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THE SECR'ETARV OF HEALTH AND HUMAN SERVICES 

WASHINGTON, O.C, 20101 


..... OCT 5 1998 

MEMORANDUM TO THE HONORABLE ERSKINE BOWLES 

As you know, the Department of Health and Human Services issued a fmal regulation on 
. April 2 to bring about improvements in the Nation's orgall trans'f>lantation system. In particular, 
this regulatioq is aimed at ensuring that allocation of scarce organs would be based on common 
medical criterIa, medical need and medical judgment~ not accidents of geography. Under the 
current system, less ill patients may receive transplants while more severely ill patients, perhaps 
only a few miles away, die. Organs should be allocated to patients who are medically judged to 
need them most, no matter' where they live, or at which transplant hospital a patient chooses to 
~. . '. 

Opponents of our regulation, led by transplant centers in Louisiana and Wisconsin, 
worked with Chairman Livingston and Congressman Obey earlier this year to include in the 
sUpplemental appropriations bill language to delay implementation of the rule until Oct. 1; and ' 
subsequently, in the House'FY 1999 LaborlHHS bill, to delay the rule by another year. Senator 
Specter, the chairiiwl of our Senate appropriations subcommittee, plans to fight with us against 
the House rider. Tills could be one of the most contentious policy rider issues during 
negotiations on the omnibus appropriations bill .. 

I wantto urge that the Administration very strongly defend our current position in this 
matter. The reason for doing this is in large part, of course, because of its positive impact on 
patients. The regul~tion fundamentally shifts the focus of organ allocation policy from transplant 
center benefit to patient benefit. ..' 

'In addition, however, I believe the most fundamental question of Executive Branch 
responsibility is at stake. The Federal Government, on behalf of Medicare and Medicaid 
beneficiaries as well as veterans, is the Nation's largest payer for transplant services. Medicare 
and Medicaid alone pay forrnore than half the transplant surgeries in the United States. 
However, organ allocation policies, which ultimately determine who shall receive organs, are set 
by an HHS contractor, the United Network for Organ Sharing (UNOS), not by HIlS, itself. 
Insofar as Congress wants independent medical guidance, UNOS' policy-making role is 
desirable, and we at,HHS respect it. At the same time, however, it seems clear that Congress 

,does not intend for the Federal Government to be without any oversight role in the determination 
of organ allocation policy ,since without Jederal oversight, the expendirure of these substantial 
funds is essentially steered by those receiving the funds, aJl(;i patient interests are far under­
represented. 

These are the issues at stake in ensuring that Congress allows our regulation to be 
implemented: . the core authority of the government over policies that dictate substantial Federal 
spending, in addition to the well-being of the patients for whose care we are paying. In our view, 
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.,. the law clearly established the national transplant system as one that is intended to benefit 
patients by treating donated organs as a public trust. Yet over the years, UNOS allocation 
policies have increasingly strayed toward choices that are made to benefit the interests of 
transplant centers rather than benefiting patients with greatest medical need. UNOS, which de 
facto represents the interests of the majority oftransplant centers, maintains that it believes . 
Congress meant HHS to. have no oversight role in organ allocation policy. We maintain that the 
law clearly intends for the Secretary of HHS to have fmal appn1val authority for policies that are 
appropriately devised by the transplant community . 

1 . . 

Let m~ make clear that in our regulation, the Department specifically chose not to 
mandate any specific organ allocation system, but rather to set broad performance goals for the 
transplant commumty. This entirely respects the appropriate UNOS role. Under the goals set 
out in the regulation, the private sector transplantation network is to develop medically sound 
allocation policies to improve fairness and establish uniform medical criteria. As of the date the 

. final regulation takes effect, the transplantation network will have 60.days to develop a proposed 
allocation policy for livers, and one year to develop proposed policies for other organs. But no 
new system of organ allocation goes into effect until these proposals developed by the network 
are publish,ed for public comment, considered.bythe network and accepted by HHS. We are 

. making the same point in litigation flied in Louisiana. Although a District Court judge bas 
temporarily stayed the effective date of the regulation, the Justice Department is preparing to 
immediately appeal. . 

The work done by HHS on this regulation is based on the law passed by Congress to 

ensure fairness in our organ transplant system (the National Organ Transplant Act, for which 

Vice President Gore had a substantial guiding role.) IlliS published its proposed rule in 1994, 

and three extensive comment periods have been provided, including three days of special 

hearings. CongreSs has also held several hearings on this subject. This regulation has had 

exceptionally broad consideration and comment. 


I cannot overemphasize the time, thought, and good faith that has gone into the 
development of this regulation. Because we recognize that core questions of Executive authority 
are involved, we have been scrupulous in honing this regulation to one that is responsive to the 
governing statute, places the focus on patient benefit, and protects the right of the Federal 
Government to approve policies that direct its spending. 

For these reasons, I would urge you to reject any actions by Congress to delay 

implementation of this regulation. Such a delay would compromise patient well-being and the . 

authority of the Federal GovemmeIit to approve policies that determine substantial expenditure 

of tax dollars. . . . . 
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.. " . I . 

Committees in both House's of Congtess that the regulatioh doe'sil'dt mandate a national Or 
cehtralizetl \vaiti'h'g li~t fdt patients, The amendment also requires the Set:retatyto certify that 
only sound tnediM! jpdgmcnt will be used in transplant decisions; that there can be different 
allocation policies fof. different organs; that HHS will evaluate the' impact of any proposed 
policies on small, rcg;ionai or large ttailsplant centyrs;.and that nO ~elhpatlei1tsbe 
disadvantageu ,by neW policies, Importantly: the arpendment requires certification that the 
transplant cOinmunity~tl'otthe Secretary, de:velcp ~y new polities re'qtii'red by the rule', 

:. '.' 
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I am ~ to request yom'un:medJate response to amatter of seriOUs concern to me . 
. ~ il c~iuld a1t~ ilre ability 6fydUr Dcpi1.rtrilem t~ pa)' Ute coSts of org-ah ti'ti;nSplaiiViition for 
Mediwe or Medicaid patients. As you knoW, there ~. t>e an attempt iD C~ to lise the . 
appropriations process as a vehicle to block ~on ofthe Depatanertt's April 2 rule 
intended to reduce ineqUitieS in the Otgari ~t tt3.iiSpIa.ntafidn Net'\Notk (olftN) and 
ensure the accountability of the govettmient·s OOfitftlaqr, the United NetWork for Organ sharing. 
In addition, the Slate ofLouisiana has sued the ~t rna separate aftertipt to bloCk the n.I1e 
and cnfor~ a SWe l.tW limiti.iig the sha.ring oforgans d).ltside the State. 

. '. ~ Depactmeil1's diSQl~on oftllt APri120FtN ~o.h stated that ~ bi'der to be. a 
rule or requirement oCthe OPTN and therefOre ma.ndatbry or bfrtdirtg on OPOs [organ , . . 
prOcurement ~ti6nsJand hospitals pa:rti~ fn Medlc:are Or Medicaid. the 5eQ'eUuy 
nlIJ.st nave glVdl furtn.al. approval to the Me Or tequ:iremeiit.ViolatiQDs of seti:icn 1138 CbuId 
result in 'Withholdirig oftcirrlbtim:mem under Medi~corMedicaid." I Wirrt to know BS'sOon as . 
possible whether there' art any cii~that cOuld arise if the La:ngila8e found in Se¢tion 213 
ofRR.. 4274 is enacted tl'iat wmUd result in Medicate or Medieaid funds ndt being avail.able to . 
teim.bUtse ttansplaiiI operations fur pe.tsoiis WhO are particip3JitS.in those ptO·~. Med.icate 
&lld Medicaid aTe the piUri.:iry payers cif't:f.UlSp~ .surg~es ~ I ~ to kniciW whether blod::ing 
the April Z rule cOuld be a death semettce ror ~ ofpatientS in ~ ofa ~.. 

. . 

lrequ'estthar ilie oepanm~ piompily ev3.Jtm~itS resporiSotbilitie$ \Jhd~.sectiQrl i D8, 
shouldCO~s or the Fede:ral Coort:s ~)'~ a:uthomytc is.5\.le enfort:eabIe gWd.~ fOt ' 
tAt OPTN. I know you sh.1ftmy concern abOUt anyac;tion., legislative or joditiaJ. that WOUld 
arlversclya£feC1 thOse:who may depetid oil MediCare ot Medicaid tot thciI vftry s\irVi~-al. . , . 

http:is.5\.le
http:particip3JitS.in
http:furtn.al
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I 	 ' 

Please respond in Writing to the folloWing questicfflS as :soon as posSible:, ' 

I, If~ori 113 8 is Violated, inhe wrthhOi~ng 6fMedi:eafe iUld MeCUCalci filhds 
, djsCretio~ or zm:ndatory'! , . ' 

2. 	 IIenacted., would 1a.riguage sUQl ~ tnat (QU.ui'J in seaioh 213 gfftR.. 4214 ('the 
rider) either requite or autlloriZe the ~ to WitIiholo Medi;ca:re of 
M~cai.d fu:nds from any hospital,? . 

3. 	 If IiOt., are there any other s'cenan6s thit ~Uld ~ diiriDgtfle time the rider is in 
~ that would niqUire or authOrize t~ 'Withholdmg of J;i.ieh funds'? Rnmr.;teS'of 
suCh ~os include, bUt are not fimit~ to, .ettaCtrilerit OfStatt laws on'ofga:n 
sharing sirniLat to LoUisiana's as wen as ~ by the om in itSrWe:s and 
t~u.U ~it".:ntS applicable tv OF"OS and liV~pit.1ls. . 

4. 	 A court in LoUi.sia.na. has tetlipotarily enjoiDeldtlie April 2 regulation nom taking 
. effetE. What impacteowd iliisor anydth'e[ litigation h;ave·ori section 11 jg and the 

Withholdih:g. of Mediwe or Medicaid fuilds? 

5. 	 Does the Department have aut.h01'iti to. give fotmal appr'ttVal to a rute or 
requiretnent of the optN if the rider is iI:\ effe!Ct ()t if the DepattJ:tietit is enjoined 
from ~ the April Z rt"gulattan? Could ·the Dc;pa:rtmmt cithet\ii,'isc . 
p'romW~te and enfOrce 3l1oQticn rtgU.h¢ons Otha,than the A,pril2 regulatiOn in 
order avoid a violation ofsection 11381 ' 

.thank y<iu for y'o'Yi prompt a:~on to lh.is~mittter. ' 

. ' 

'. ". ~ . ... g"~"
" 

JOHN I). bfNGEtt.' ' . -. ""U; "< 

RANKING MEMBER 

ct: 	 The Honorable tom Bliley 

The Honorable Michael Bilirakis 

11:Je H~le Sherrod grown 
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April 20, 1998 

ThG Honorable William J. Clinton 

President 

The White House 

Washington. DC 


Dear Mr. President: 

As the Chief of Surgery at the Ochsner Medical Institutions, I hays worked over twelve 
years with hundred~ of people to develop a regional center for liver transplantation in 
the Gulf South. Our program, begun in 1985, represents thea tireless efforts of 
surgeons, physicians, nurses, administrators,clinical coordinators. patients, patients· 
families, philanthropists. and other supportive citizens. Literally millions of dollars have 
been invested in the future of the program which is designed solely to benefit the, 
people we serve, patients with end-stage liver disease; most of whom live in the Gulf 
South. and for whom their only hope of sUNival is a liver transplant. 

This program. with all the time. effort and money it r~presents. is now threatened with 
extinction by the proposed changes in organ allocation promulgated by the Secretary of 
Health and Human SerVices. t can't help but belieYethat if you knew the facts, as I do. , 
that'you would ·Iend your support to the continued d~velopment of our program and 
those like ours, and prevent the proposed changes in organ allocation. , 

• Mr. President. it is simply a reality oftodey that all patients. in our country with a life­
threatening illness as common as·livarfailure cannot be treated with compassion and 
precision in only. a hatf dozen medical centers. The regulations .about to be 
promulgated by the Secretary will,' in effect, change the present system of organ 
allocation (UNOS) ,in such a way that most of the smaller regional centers will have to 
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close and our patients will be forced to travel to a distant transplant center to be placed 
on a waiting list. There are several major fallacies and deficiencies in this plan: ' 

,. Organs become available throughout the country and must be transported to the 
transplant center. This process requires time (the shorter the better) and trained 
transplant personnel to evalLlate and harvest the organs. As organ donor criteria 
are extended to take advantage of as many organs as possible, it is imperative that 
the available organ be inspected and harvested by a surgeon who is readily 
available, properly trained ana experienced, and Involved with the success of the 
transpla'nt. This cannot be done effiCiently over large distances. Under the 
reallocation plan promoted by Mrs. Shalala. regional centers will no longer be able 
to retain transplant specialists because of declining organ availability. Critical, 

. teennical skills and special training will be losUor both transplanting and harvesting 
of organs at the regional level creating a disconnection between available organs 
and waiting recipients. 

2. 	 Organ donations are dependent on the communities we serve. The families who 
make these decisions are influenced by the belief that a neighbor may benefit from 
the donation. Removing the potential for an organ to be used near home will' 
. negatively impact organ donations and greatly depersonalize the decision. 	The 

result will be fewer available organs, 


3. 	 Regional centers will loose their ability. under the Secretary's proposal. to provide a . 
seamless array of servj~s for all patients. The decision to refer for liver 
transplantation will be much more difficult and complex for doctors, patients. and 
insurers, leading toa delay in referrals and higher cost of care for sicker patients . 

.This will force a return to an outdated pattern of practIce that will set back medical 
progress. 

4. 	 The issue raised by the larger centers regarding their patients' waitlng period for 
livers is a bogus one.. The fact is that several of the most vocal centers are seeing 
their transplant volumes decline as more regional centers gradually increase their 
volumes; The elitist attitude promoted by these centers is not supported by the· 
facts, and is self·serving. They have trained hundreds of transplant professionals . 
Who are now spread across the nation in regional centers to perform these services 
with the same efficiency and outcomes. Market forces and regional needs have led 
to d~c.entralization, of transplant services, and, in my opinion. this. trend should 
continue. It is important to remember that to move an organ across country is more 
expensive, time consuming, and there is no net gain In lives saved. 'If ther~ is any 
effect. it will be to reduce lives saved by producing poorer outcomes. Therefore, the' 
solution for long waits in a few transplant centers is to allow natural forces to more 
evenly distribute waiting patients among regional centers producing a closer· . 
proximity of donor organ to recipient. . . 



'. 


5. 	 Having to move potential recipients from regional centers to e few national centers 
will cause a redistribution of organs benefiting the more affluent and well-educated. 
and disenfranchising low income and poorer educated people. Why? It takes 

, considerable resourc:es and support to relocate in another city and state. await 	' 
transplantation forweeks or monthsi and then return home for on-going treatment 
Anyone who has had ,to travel and remain away from home while sick can 
understand the diffiCqlty. Furthermore. a person with liver failure requires the 
support of family and friends that may not be available, and even jf available would 
cause unnecessary hardship on the patient's family. After regional centers have 
lost their transplant capability and expertise as a result of this new pOlicy, patients 
with major complic:ations will need to,be transported back to the distant cent!;r at 
more expense. with further disruption of family. and with possible compromise of ,. 
livelihood. The more likely scenario is that patients will have to be treated locally 
and necessary speCialized care wHlnot be readily available, thereby endangering 
the transplant and marginalizing its benefit. . 

In summary, Mr. President, the solution to the organ allocation debate is to continue to 
permit distribution of organs first to patients in the same region. This results in better 
overall utilization of available organs and more personalized and humane care for our 
patiemts. The transplantation process is not just a single event. The evaluation for 
transplant, the wait for ~ donor organ. and on-going post-operative care, including 
management of organ rejection and immunosupression, iscritica.l to long-term success. 
These functions, as well as the procedure itself. can best be carried out on a regional 
basis in relatively close'proximity to the population served. To me this approach makes. 
good, common sense that is bomeout in practice. 

Therefore, I implore you to instruct Secretary Shalela to reopen the debate on the 
subject of or9sn allocation in Jj....er transplant. A fresh look. with consideration for the 
concerns I have enumerated, is needed before irreversible damage is done to many 
fine transplant programs. To transfer the responsibility for determining organ allocation 
policy from the private sector (UNOS) to HHS will politicize the organ allocation 
process that should remaIn consensus-based among healthcare. professionals. I stand 
ready to assist youin any way possible to Clarify these issues and to bring balance to 
the debate.;. '. 	 . 

Sincerely yours, , 

~e~~re,J, /tt.~. 
John C. Bowen, M.D. ' 
Chairman, Department of Surgery 

JB/dgs 
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Talking-Points on Organ TranspJant Rule Compromise 

I. Delay im~lementation of regulation for six months., 

'. II. ' Data reporting requirements of the ~egulation implemented immediately. 

III. 	 No independent study required. 

• 	 Livingston gets six month delay while Louisiana's judicial challenge to Secretary '5 

authority' to go' ~orward. . 

• 	 Tantamount to one year delay before Secretary actually approves any organ 
allocation policy. Gives Congress ample time to reimpose moratorium. 

" * Regulation requires policy to be developed from two months (livers) to one 
year (all other organs) after moratorium ends. By the time the moratorium 
ends, policy is developed, a~d public comment is received, one year from 
October 1998 wiD pass. 

• . 	 Secretary pledges to continue working with Livingston to allay his concerns during 
the moratorium. 
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STATEMENT BY THE DEPARTMENT OF HEALTH ,AND
. .. .HOMAN. ... SERVICES 

Organ donation truly constit'utes the gift of life ~ For the 
recipient, a donated organ means a chance toovercofuedisease 
that in prior times would have been fatal. And for those who 
have lost a friend or family member,; organ donation can be 
important in another way, providing ~olace and meaning in the 
often senseless death of a loved one,. 

Encouraging organ donation is a high priority for HHS, and 
assuring the integrity of the nation's. organ donation system is 
an important element in supporting donation. Public faith in 
this system is the foundation of all the benefits of this 

, lifesaving technology. 

Our organ transplantation system is fundamentally sound. It 
provides safeguards for donors and for the families who must make 
decisions that are very sensitive and difficult. It is designed 
to address the many medical, legal and ethical issues that 
surround organ donation, to accommodate ,choices that need to ,be 
made by donors and their families, :and to provide the proper 
context for making them. 

At the same time, new issues will always arise that require 
speCial review. One such issue today is appropriate use of 
vasodilators ,in patients who may b~ potential organ donors. In 
order to help clarify this issue for the transplant community and 
for the public,HHS has asked the Institute of Medicine, a part 
of the independent National Academy of Sciences, to conduct a 

'review. The 10M will make any nee~ed recommendations to HHS. 

Most important, however, we need to continue encouraging 
Americans. to take time to conside~ organ donation and to agree to 
be potential organ donors. It wo~ld be tragic if our organ 
donation efforts were needlessly ~peded by fears not grounded in 
fact. 
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Q and A,- Non.-Heart:beating Protocol and Regiti.n.e 

, I 
Do Americans need'to be concerned that organs might be taken, 
before a patient dies? i 

I 

No. Doctors know how to determine dea;th, and organs are not taken 
until death has been determined. We have no reas'on to believe ' 
that organs have been taken improperly from patients who have not 
died. To the contrary, we have a sy~tem in place that is ­

, I ,

designed to protect patients, and we have every reason to believe 
it is' working. 

What is your comment on media stories that suggest patients may 
be in danger of receiving less than thorough care if they might 
be candidate's for organ donation? 

I 

People need fa6ts, not fear. It would be tragic if organ 
donation efforts were impeded by media stories based on 
unexamined reports., Our medical profession and our organ 
transplantation system ar~ designed ~o protect patients. ' 
Americans can fe~l confident that th~y will get the care they,
need. 

(For potential u$e AFTER broadcast of "60'MINUTES N
) 

What is FlHS' reaction to the "60 MINUTES" report that the use of 
Regitine might hasten death in patients who are potential 'organ 
donors? 

Vasodilator drugs, are ,used successfully and without harm to 
patients in many situations. However, it is prudent to review 

, I" ' 

the use of these'drugs specifically to preserve organs in, 
patients who have not yet died. In 'order to clarify this issue, 
HHS has asked the Institute of Medicine, part,of Nat'ional Academy 
of Science, to conduct a review. T1)e 10M will'make any needed 
recommendations to HHS. 

(The review sh'ould be completed in a matter of months. Cost:, 
about $50,000.) 
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Why is this review' needed? 

The lack of consensus between different parties in the Cleveland 
si'tuation shows that. there is conflic;ting, or incomplete 
understanding of the issue. The medical f,acts need to be 
examined in a careful way. Once these facts are established, any 
le,gal and ethical implications will b'eclearer. 

I, 

Should Cleveland (or other centers) desist from using Regitine in 
this way while the review is underwa~? 

We anticipate that IoM will be able to provide sound guidance 
when the review is complete. Until ~hen, we do not have any 
basis to make a specific recommendation. 
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'l'RANSPLANT SYSTEM 
to Develop Medical Criteria 

Shalala today announced a new 

organ transplantation system, 


,.... ~":"::·i';:'~f~(H#:ra(ih:g'.fbr ,a ;more equitable system of organ allocation and 

," .~:-<_;~.~;w,\.' ...":-",, - 'c',·,,-,:. .; •1 .' 

.; ,: ., , \ .. '., b€dd:etac~ess to transplant center data . 
., ;. .~" 

:; :", ,<::'.. ~he flew rule calls on the Organ Procurement and 
. ·;.:;~f~;~Ii§plaritationNetwork,the private' sector system created by the 


:.:;.''Na:t'ibhal O'fgan Transplant Act of 1984, to develop revised organ 

.... ; ;,~ild2ati6n policies that will reduce the current wide geographic, 


"....~di·s·pa'titie5 in the amount of time patients wait for an organ. 

'." "'T'11:e :t\ile . also c~lls' on the OPTN to develop uniform criteria for 

... ;·d~:t·e·tmih·irig a patient's medical status and eligibility for 

·~';';w~:·;:~p.;hic~meht ona !;Jaiting list. The criteria are aimed at assuring 
.. ':";" ;tl1~t patj~erits with greatest medical need will receive ,~icarce 
···:·\,·.::\S~(.flins·", no matter where they live or in what transplant center 

":. ;..... :i6i:ey'·a:f'e··.awaiting treatment . 
. '., '.':; . . 

. ':.', .\'~ra:ii.splant technology now enables us to do a better job in 
·'·ffi~.nb"nCj. organs available first to those with the greatest medical' 

.. ,,::.·fr-eieidi" Secretary Shalala said. "Patients should not have to 
q't:1'Iiu51e'that an organ will become available in their local area, 

.,' .' '·:H6'i. s'h'¢uld they have to travel to transplant centers far from 
~ •.{ t "~\ "". "" ('.. - ,~ K ,j ,. 

.. Hcirn:e simply to improve their chances of getting an organ.
';:; .... :::fflst'ead:; patients everywhere in the country should· have an equal 

•.. ~ ·;:~'hah'c'e .to receive an organ, based on their. medical condi'tion and 
. ':.' '.:,_.::'·"'t:·lj'e!-J~dgment of their physicians. That's what the law intended, 

. ,.,:;~' ,::a,:rlat:hat' s what' this regulation is about." 
, .: ~ . 

" ;' .~ 1 ~{~:' • :,' ::> ,~:" '~ , 
.... I'h addition to ·today's action, the Clinton Administration 

":•• 1 :J!'a:·'~t year launched a new National Organ and Tissue Donation 
, '::.":iriitiaiive with public and privat~ 'sector partners aimed atI 

, ,;~' ;":·i:/}i!r{~t·~:i.sing 'organ donation by 20 percent within two years. 

, ~ .' 

, ", ,;,.~\, 

," 

~ " 
, .•',' ".:: ""., I.' .' "., ~<;.. 
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:. .'. ·'.~}i{,~:{l;,j:;'.;,;\\Tfli&'·i'gal .'answer to the problem of scarce organs is to 
,.·::,'·~··:,;·f\:tH§¥iff~t~\·th'~ nbinber of organ donations I" secretary Shalala said. . 

.·::::.1}f/:fhf,~:::;;~~ii~.gritg;~g~'fli for' transplantation \o1il1 always be scarce, and we 
,.:~;s~~:;:';,·:;;;:~~:Jt~~~~,,:.t:tj;· 'kllocate them in as fair and effective a way as possible. 
,,:,':t'~::J'~<,:"":B'{it:~,W(b':'ean'::a19b'db much better in encouraging Americans to agree· 
·.:A:.,,:,:~.?:~::.·:ecr·li~';$tr·~'ah and tissue donors. Our national initiative is a 
··T\~~.,::\~:~;jr~?·ida'~;':h~i:1'e'ffort' to bring about more organ donation. II 

.··~?~::t:it??';':;:'·~.i,i~,/,r,~."::::> >;~i,':, .....~.; .' 
',;~!',';' '. .\'·",:Unae't·the regulation announced tod.ay, the Ol?TN would be 
';':"',: '~. ::'~'~~iri~;'tr'etimodify existing organ allocation policies. Under the 

"':12tfi:ftin:t', pblicies I matching organs are usually made available to 
<:',~ij:l"listea patients in a local organ procurement area before they 

;:~ff\l~<ffiade ,'. available to other patients outsid.e the local area. 
"'Twid 'me:ztns. less ill patients in the local area may receive a 

,.;,., ,:~t::'i-'a'n;~pl'ant ';;'hile' patients with more urgent medical need in 
'., :;';' :"~no'tB:era'rea continue to wait . 
.'.... ~ ., t 

:' ;'. 

"", ,:', .'" '. ,',,"while cur:):'ent OPTN policy does recognize the need to make 
. ",:o'~-~~ff.9· -.ivailable first to those with greatest medical need, it 
.,'.,:>li5~':'~6fft;~.n .'6'6hfines the availability of the organ within arbitrary 

. ;. . :;-/;'g'eog'ii:fpl1ic' 'areas I" Secretary Shalala said. "With today's 
. ~;~~<~';' ·"'·:,::il,~-::&;»·:,{-o<,: 1:,,-.;.•..,.)'" 'I: \; -...._, ' I 
~,·?);>~~<::hnol~j'gy I we make organs ava~lable over a wider area and reach 

.. ,1/,. ::', :t~J~j~'\~'."'~" "r -,'.

'.:·,;,/\:th0se'.withmost ,urgent need. It 
• "';';;J 7, • -,~:,:", •. ~~;-:.:.:. '<, '."" • • 

,/:/}:;':; :.;ltiilasr today's regulation, three new sets of criteria for 
.' :'-,; 'J:;~ .).... ·i.\~ _',,,; 7 '., .', '. " _ ~ . . ' . , 
.. o,z;gan-',i:illocat~on 'would be developed by the OPTN, whose members 

..ihctliide: fran9plant ce'nters and other transplant organizations . 


.... ;, .. ~. ',: ,:':'I)~ve'iopmeht of the criteria would include public input and 

, G:d'rrii'ri'ebrit'and final HHS approval. "We want medically sound 

\t'rYte'rUl~developed by transplant surgeons and.' others who know 


"".>':' }'fuB~stabb\:lt transplantation, If Shalala said. 


The three sets of criteria to be developed by the Ol?TN are: 
'.' 

, .',: ,/~ :', -'>.:~. ~0'·' '::,:,:..,.:' 
'~.~."", Cri,teria. aimed at allocating organs first to those in the 


, ...• ,. '." 
. "'h:igffest' medical urgency status, with reduced reliance on 


" 

,~~o~iaphical factors. This should reduce disparities in 
.', .:;, ..,:wai1ting times for patients at different transplant centers in 

. '.' ..di'fferent areas of the country. Today, there is a wide 
"':.'" variation in waiting times, with patients in some areas 

waitin'g five times longer or more for an organ than in other 
.. ;;~·£~·'as i . The new criteria would provide for wider sharing to 
~~~~~ili~e otgans were ~ade available to patients with greatest 
::/m>e*aical need. 

:f. 
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,: 

be followed in deciding when to place patients on 

list for an organ. Today, each transplant tenter 


i;:<::';;~,~:,>:~:~"?_':::~';'~~s'£'~6;li~hes its own criteria, with the -result that patients 

· ';~', - :' I,; ~,,:,\ I, ,.:: _. ~ _ ~'. . .

':' ;/~'-1i's·tred. .sri one center may not be as ill as patients not yet 
...... '\!~·::;,J/j.'~'ti~'dat·another center with more stringent medical listing 

~ '~"\. ,,:"I. '-, ~. ",''''.'- _ .,:. _ . 

.~):>~;;::ic'tJ.teria; ,Under the regulation, the OPTN would develop 

C,', '. "/':';:!';;:'::·i'.::~~fnijhll'calif obj ective criteria to be used by all transplant 


>tl~i}f~i~\~~ij~~~;i:;:,,~' . . 
;::::" ../k{,:;,)·(;.'?: •.,C'r:.l.te'r.l.a::for deterrnim.ng the status of patients who are 
, • '- ~~'" ',-' JOt "".{ "',rr 1 tf ~.1Y,..;., ~ ',: <:"';"" •.. 1 "', _ '. . ,~I.- • , 

: ·.···,);·.·/;;;;~'·rf'st:e-Q'.·' Meditallyobjective, uniform criteria would help 

'. <.':,::.>~<~:.;.i:.;,:·:/~'AsG:te·,a'~ level playing field" in selecting among patients and 


":,,,': <:,:'t,de'fertKirii'hg which have the greatest medical need. The OPTN is 

, .i>;.;" :" ~J:i~ady developing uniform criteria of this kind. 


. " ,,' 

• _ '1) .1: ",.:\' ·,'_A"'.' . 

·:,,,·,:.::::j~.,/.,-:,,.',.,.Tne· final rule includes a new 60-day comment period, and 

,,:;:~;:,:~~h;'~~;:;;:~ge6tti~s' ~ffective 90 days after publication in the Federal 


..;~:(/:;'}:\~ir;~~~Ef&is~er;.· . 

• • ' :,". ,~:~: •• " ,_. ".' 1> <' ~/ 4 

, ;':,;:.", .~\iib:~etherthese new uniform criteria will add up to a 
:il.".:,l:)'::I:·}·J~,~,,{. -<\ ~, '. '.. 

· .. ,/:, fal:rer. and rnoreunderstandable system, wh~ch wlll serve both 
" 'f~.'\ 'c' "::,~!-\:-!:-,,.~;"{~.1-"< ... , . '. ,. " 
· .:",,;". pa'E,J;etitis and the transplant 'system better, 1/ Secretary Shalala 


. " : ".:': :; :: it3:i:d; . . . 

:.: ;'~':: .• ";: ~I < • ':1. '. " • 

'", "., ~ .l,',. :; ,',,:;.;' "'>"'.' ,'. ,"', '., •• ' • '.~:·;t¥¥,';,':r.;,'~ "" ­
,.;,;".;,::,~>.(: .... dther·provisions of today's regulation' include enhanced 


·1·F1.".t","r,.... rl":\J"(~~~,.::t_~..·~,:":, _,I, '.-', J

.t::.".',:::':::acees:s, to tenter-specif~c data about transplant centers, 
·'i'::s({;:":;):.r)nr~~~~lXrlnq6utcomes and helping patients and physicians to choose 

':,::"«'. :i':yaffi8'ng:transplant centers i .a broad. definition 'of the cOnlposi tion 
.' r/j';.;::<;~:,.,::,:::::6,~+·)~h'e. OP.TN membership and board of directors; the proce 5S for 

, ",'~' .<{,'to.,.~' , •. , •. 'J./'J~,.~~,: ,':,,"'J'''~.' "''i''~: ' • 

c, ·;~,::..J\~.r::"~;;:>·';~.;;_~~,.;;.~,~1:i!e~.", ~f . OPTN policies before they become mandatory for OPTN 
'::,." '~'/'>\:'':~~:J,nrglfin'l9rs; a'hd approval authority over the fees charged for 
: ···;"':~-::!~;;'.:.;':re'~J'is't·}:ai:i6h on the OPTN waiting list (currently $357, usually 

~:""".,,::.\ •paid by an insurer, most often Medicare or Medicaid.) 
, : 

The OPTN includes 281 U.S. transplant centers and 63 organ
.' '11; .J,..... ' '~ " " 

. ',:, p,r'6curemeht organizations, as well as other public, medical and 
'.":" :;pr~:"fe's sional organizations 

1h~ final rule is available on the WorldWide Web at 
. ':" ", "'\'~:,,,. . '. ' 

".;::h~t.:pf//r/lww. hrsa. dhhs. gov/bhrd/dot .main. htm. 

### 

. ,',,: 1: '~' " 

http:deterrnim.ng


. ." ·.):~t;~.!.c;~!: t.:::~~I~.'/~~~~i~';.';;:~'.:lt' ",;'. 'rw,:':',~".,'V <,~';. ".:' ­

:M·8;R:r;~l24'::;.g8;nbEl,·'13:·4D·· OAS'PA NEWS DIV TEL:202 690 624i P. 005 

! 
i DRAFT 

fVHAT.OTHERS HAVE SAID 

·/ ..:,:,;i~;";; ..i~~:,~t~f;/~;;t!;.',·:~~Itf~!fiN61ple)and to the extent technically and practically achievable, any citizen or 
';t~<':,~:~~:.,,·:':~;iflSrae'n(oftHe United Stafes in need of a transplant should be considered as a potential recipient 

. ::.,.:. ::i::/:::;~:·Bfe~cll:retri~ve:d organ on a basis equal to that of a patient who lives in the area where the organs
!'.',:" ::', :····(··:;:'ofti~S'u~s:a-fe retrieved. Organs and tissues ought to be distributed on the basis of objective 

. ", .. ':",; .,,:·:::,;,pHCith)/cfiterhi;iuid not on the basis ofaccidents of geography," . 

,;):~~(~>;.(:;.·::.1i~:.itJ.Il1tfsiCl{er, quoted from public testimony in the Report ofthe Task Force on 
.. ' '. ,', '. ··:';Zi'Qf'gltrttf'ii'tlSjJ!dlittllion, April 1986 (Dr. Hunsicker is currently president o/the United 

'. . . ;.,: 'N'etWo~kJdf Orgbh Sharing) 
>.~. : ~ ',: -', .',"'..' 

. , 
, t:: 

'. :.'::·:.{;\'(::Y>;/:.;:;,,.\:;:;;rdi~~{Sli:d'Uld be considered a national. rather than a local or regional resource. 

'·.:.:';:,J'.::i~~G,¥(jgfl.ipliica:1 ptiorities in the allocation of organs should be prohibited except when 


: . ',-.",," 'Jinti'sportation of organs would threaten their suitability for transplantation, U 

, " - .:" ~" ~ . ',.' . .' 

~;;:Am.tiricnn Medical Association, Code Of Medical Ethics 

. ji\V11rlt should the Department ofHealth and Human Services do? . 
, .• .- . I ' 

. : '. ':' :;""c..;::, .:'. ~1~frSl;' stay above the fray. Demonstrate that good'medicine and policy drive decisions l 

·~::.'::<;/"f,;::::<l}:~fp~l~tlc~<Jn'sist on sound data ..• subjected to an independent review --on the effects of 
. :.'.,~,;·(;,.':~;<·jlr9P.'o.s'e'diiro'difications' of the syste~, The conmcts among Inedical centers are about money and 
. ··':L;'.''> -;' ;:::p~estigelas well as the welfare ofpauents,

-.,;. . { . 

·".;: :", :.,:.. '.' ."Second, build on the incremental changes that have been made. It is reasonable to apply
." . " "'1;'1!Fj9t:'aIfd standardized rules for placing patients on the waiting list and to set priorities on the 

.. ,',:,;~:~,~sis of objective, veri(IabJe criteria for the urgency oftrahsplantation.and the likelihood of a 
. '·.··.:·o~llef.iC Sfand:itds for the outcomes of transplantation and greater regional distribution oforgans 

. :'dire alsc{teilSonable. .: '. . 

.' "Vil'.., "(' " ,:~jtllii~) make it cJear that the ~1l0cati6n of a scarce resour~e on the basis of explicit 
. ",:, :,::cnten~:can work only on nlevel playmg field. For example. gammg the system by placing 
!,:'~,'~/p'atiehts ~>ll tHe waiting list early so that they can accumulate more points or representing them as 

::" .~: ,"" :,:~,i~15eJth'aH 0ey really are may hel~ some patients, ~u.t such practices undermine overall 
•...:., ..: ':'confidence In the system of allocatIOn. Although bllhons of dollars are spent on organ

: .... "" >: t~~splantations in the United States each year, the allocation system is built on trust among 
'.' : . ,.', 'phYsicians, hospitals, procurement organizations, patients, and families of donors ... TIle system's 
.,: ( ., ':"'. :;::"'7Sifc.c¢ss hinges 011 its l)ubllc and professional credibility and on the perceptions that it plays no 
. '. ,"':; "favcirltesand rewards altruism. . . ' 

.'. ,'( .~. (:.. , I ' 

. , : ',,:: '::,' '..:':::';:,;, .•. '.' :~iF6ut1h, promote voluntary organ donation ... Increasing the rate of donation requires 
, ,>;.., .",J:;'>~:. :Bt9,ad-oased public education, identifying larger numbers of potentially eligible donors, learning 
. ' .... ····" ..·~~:\~:,~',~·:~fi2ljIth.e:ex.pedence of successful procurement organizations, and addressing the reasons that 

,>.' < (:,;,",soifte farilihes are reluctanno donate." . . 
, ':, :, ' 

'. u New Ehelnnd Joprnul ofMe(jjcine, editorial,Feb. 6, 1991 

http:o~llef.iC
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IMPROVING FAIRNESS AND EFFECTIVENESS 
IN AlLOCATING ORGANS .FOR TRANSPLANTATION 

. ; .'/ ,-.;~ r, "'-': :,', 


""; <.', ',:" ...;~ .' 


,.. , / ,", ~\J:~;:~'ii~'~kjfhund 
';., " 

.' .. '\, "', .,' ", ..;,', k':;,';'i.:::?," .'1 ~,'!' d, _. ,'", _ ' " . 

" "". , . ,:" , ::;:Sinc'e ihlhinltcttiienl ofthe National Organ Transplant Act of1984, American medicine has bee'n 
,,' ;: .. ,')c/wortiilidder in organ transplantation. More people are benefiting/rom organ transplants and 
.-.:. ':;< .,·:/Hei'"irii''Vlval rates are steadily improving. In 1996, some 20,000 Americans--abou, S5 each 

:~,~~;:,~;,·,·,~'::~iJ{fjit~gatfi~da new lease on a better life through transplantation. At the same time, the rapid
:'-,:... '" :', ,-"'" ":,~·t:,,··,, .-~ "~,,.. '" - : 

,',.~,::,<.,::,(:!.:;~.;.,~,i,:dei/elopni(!int oftransplant procedures and growth in the organ transplatl' system have brought 

'~:;\.'rft;t .!~'j~wcH~//enges., 
. : () ,fl?~ demandfor 'organs for transplantation far exceeds the supply. Some 4.000 people-­

;,' ' JOpeople everyday--die in the us. while waitingfor a donated kidney, liver, heart, lung 
or btli'er organ. . 

:jij'''March1998, 'approximately 54,500 people were on the national transplant waiting 
'list, and ths list grows by about 500 each month. 

· :DeSpite Technological advances in preserving organs, the ~yslem for allocating scarce 
. organs (especially livers) remains weighted to local organ allocation, instead a/broader 
.,:egional or national allocation according to medical need. A patient who is Jess ill in 

. one geographic ,area with a short waiting list may ge, a matching organ before a patient 
whose condition is more medically urgent in another area wilh a longer waiting time.,

':.... 

.,,' " 
 .. 

·'0 
:', 

" ," Medical criteria for listing patients and Qssessing their status vary from one transplant 
,:,," ,',' ')'i:~hter'to another, making it difficult to objectively ciimpare the medical need ofpatients 

',' ' .. 4~vaiting organ transplantation in different centers and different areas a/the country. 

rJ'hile much data is available today, there is still a need to provide for more current and 
'usable data collection and dissemination to help patients and doctors in measuring 

. quality and making transplant decisions. 

, ", 
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':~:Y;j~~~t:{~~H:",";~;~,~fi18Rfi{oig~iiTrarisplant Act ~f 1984 envisioned a llation~l transplant system to be 
" " 	,,;::~:j;;i~,~~c!'t.;;\["~~g:f~:'t'S'aby'ffafisplantptofessionals, with oversi ght bylrt-IS to ensure an equitable allocation 

}'~:li::?;':;:~'~:i:~<;~y~i~Iinii:thb public's interest. The Act createcl the Organ Procurement and Transplantation 
:,:,\F,':;'~:1;;\,,~~':Nl~~9!~~'li116n~I>i'6fit private sector network to be operated by a contractor to HHS. Originally, 

,'.','.;'" ; ,/j::rJ)PTl\r~tn(im1:iership arid policies were voluntary. But with ellactment ofthe Omnibus Budget 

',";,:!,;::~,;;~;~:rJ~~Cb,fifili¥fi()}i'Actof 1986 adding Section 1138 ofthe Sodal Security Act, all hospitals that 

';:;.:;:',:</i~,~~~:~ffotiii·trhll~pl~ht!3 Hnd'all organ procUrement organizations (OPOs) were required to abid.e by 

,:~~;i:::~t?~:;~~?!~:iii~iitiles'fura reqwremellts of the OPTN ill order to receive Medicare and Medicaid , ' 


'~J~f~~~fl~~:~:~:e~::," : , . ,.. '. . . . , " ","
';:'\>':'::'i,:::~;$,;;§":Iff~pecem1jer 1989, HHS lssueda Federal Re.Enster notice mdlcating that all OPTN rules and 
"';~l~~~::'~~;L('(r~qtliteinerits'wbuJd tenlRill voluntary until the Secretary promulgated regulations to defme the 
,::;:i,:::t>~'~~}{ill!~s:iUi(rpolicY"makingprocedl.l.tes of the OPTN and HHS. A Notice of Proposed Rule Making

"",,"~'~~::~;{::o~:;iS611t~iiiirilfthese definitions was published on September 8, 1994. ' ' 

';:;'l':,\.;:r;f;};~:;,!:r~,:~;li:.<";,,,' ;:,: ',,' , " " , , "",,' ':' ' " 

; t;~i>\~!~;{:~~:~ti:'~1lt,t~J'fp~~xte~sive comment periods, including three days of special hearings in December, 

. ,';. :i;:'::::~:~~'!~J996~HHS today announced a [mal rule providing a framework for the operation of the OPTN. 

/),;:·~'~:.:;:,)'>';:'~~'~iW~~illie~ at assllrmgtliat the Nation's organ procUl'ement and trimsplantation system operates .. 

i.:~'~';:!;:~f~::,'</::?t~a~'Hlegreatest benefit of transplant patients. TIle regulation builds 011 medical technology 

:.~~):,;'l":':':;i:1,:;"aavanderhents; itlooks to the medical comnll.U1ity for leadership in policy development. with 


..'':: :;",'":~tt:;~{~:)fi)~.'J~~jdpa.ti&f1by 'patiehts; donors and their families; and it sets performance goais for fair and 

,'::<:;~;~t::/;16~~!~,,~~~~6HiYe'tl~e of donated, organs. " . .,' . ..,.., .' .' 

,	:,>:\',~~~S'i~?' i~t,~~chUte: to be published in the Federal Register in March 1998, with a 60-day opportunity for 

;·~'.~~~'''~::?v.:;:'','I}iQ~itionarpub1ic cOlllment, provides the framework within which the OPTN, its members, and 

, .'" '",' ),,:.~~~/ '~\:)fJ1t!i' participants in organ procurement and transplantation will operate. The rule. which 


,:" .. ,':'~:'F:(i:it:;;;'~~'o'i#~'seffective 90 days after publication, sets requirements forthe structure of and, '. 
,~~:,~,:,)~~;,):t~~\Jii1~mbership in the OPTN; the OPTN policy making process, including the Secretary's oversight 

.. ,.:7/'l"~~];'~:.h):i?le;'s'tahdatdized criteria for placing transplant candidates 011 a: ilational waiting list; 
.:,:,?7:~;l.~X}~1~:~!1~~ntificRtion of otgan recipients; equitable organ ptocurementand allocation; designation of 
'L:,;;~X\\S:,:::!:;trii:nspliint prOgrams; review and evaluation of OPTN activities; and record maintenance and 

,::"J:],~;.':;~:,;,;'~tfep6rth1.g'bythe OPTN,:OPOs and transplant hospitals. ' 
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li~pl5tt~li{pfinciples underlying the 'final regulation include: 

,TWe,tf~,pahffient's responsibility is to assure that the goals oftlle National Organ Transplant
"AHate Demg realized for patients. The Department's role is to provide broad oversight and 

:,,;'p6t'fdfnlance goals to ensure an equitable allocation system that operates in the best interest of 
, i, ',,-:i)eti~lits; , " ' ' 

'Tj~\tffil'~"d6~s 1;ot dictate medical practice, butprovides abroad fTamework for the OPTN's 
",,:'6pit~tfoharrd activi~ies. WitJlin that framework and the goals ofthe law, the OPTN has the 
:fi.~tdoln rold't1exibilhy to determine the most effective ways to put the policies into practice 

-,ti'atldhWide. Tl1dividmd physicians will continue to make decisions regard'ing individual 
,'. ,,',",', ,',' ~ip'.'a,,,·tl·'e":nr"t's"'., ' 


~"; .. ::,<:~ ~+~:~~'~'~.:~ . 

,';'.. ,:7::<·,t~{?~~'·;~~As"tJt~~s:Wied,icallY feasible, there should be a "level playing field" in organ allocation. 
, -,', ,'::i,: ;;;:'.,;; ;';'" " : "Orgtlnk 9110111d be allocated based on patients l medica) need and sOlmd medical judgment, 

··\).rithless emphasis on keeping organs in the local area where tlley are procured. Patients 
,should have an equal chance to receive an organ based em their medical need, 110t the accident 
'-Ofge6gcaphy. Efforts should be made to equalize waiting times among different regions of 

::' the 'country. ' . 
.."",' , 

';~ ': Staii(f~rdized medical criteria should be used to determine the status ofa person's illness and 
': "" when the person can be placed on a waiting list. The same medically objective criteria should 
',"heus'ed by an transplant centers. Uniform criteria can help reduce regional variations and 
, . 'Willl1elp build trust a.mong centers, physicialls and patients . 

. ',;:,'~·,;,·.':;';'PaHei1ts, their physicians and. the public should have timely, accurate and user-fTiendly 
center-specific data 011 the performance oftranspl:mt programs to measure quality and make 
transplant decisions. " . 

• f' 

.' .•: "Transplant decisions should always be based on sound medical judgment to avoid wasting 
• ,- ',,::, i,' organs and ensure an efficient and effective system. 

, ,'i>",:, ,;+.:t ;, ..:. ,,: ,;.:, "", " " , 
:,:.;,f('~Ct·: '~ ..":!::,E{.HS, policies tnust be guided by the interests of patients and 1he purposes of the law:, not the 
-:; ,~",:,-,:,,;:,~,.t;,',:::,' " sometimes conflicting inter'ests of different transplant centers 

;,.,. 4' ~_~;' • •J,'._\' t" 

'.' ,-~"',-~~,«;';' . 

. j -,-".-,' 

'. " 

• ' •• r" ,: , ~..
",
',' . 



.. 
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", , 

.. ;':;:,' '~ 

, ,: 
" 

'g6als for organ allocation: 

...' 

. '.' 

. 

, " ·,:;'·:);\~;;;;::~.::.;NtalotlPr,oVlslons' 
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, 
.'::;/";i~~i;~.~~,~:j)i~;~~~~i :':;' .,:, ;,:;- ",': ,,: .' ' ' , 

,- , ':!;·d~~~'::<'1.l1e"fl'nal i~'gulatidn establishes a framework within which both the OPTN and the Department 
'", .,~:;:'.,·t~."i,?~\1jJ:n'6.p~ibte. It'delirteates the roles ofeach, providing a basis for the OPTN to act and the 
, • ,.J '~;:~rd:':,~ ].?~pru:tlfl~ri'ttorrib'tiitor aJld review these actions to ensure an equitable allocation system that 
", ':: "~\.,')::' ;;,'6pe'ifite;'fd{the pubJic 's benefit. Majol' provisions include: 
,...;'.~::;- -'{~'~~::~~':·/~~:-~'-:::.;~~~~'l.'.:L '. ~i·. ~., ':~~~.~,.::, , ­

"";'>',:~:F'-:':",;b':p(iIf&y'D-~~~lo:pment--The OPTN Board of Directors is responsible for developing organ 
". ~llcichti6ri policies, with the advice of patients, families alld the public. Proposed policies may 
{:'tiiifi"I~\V~d by the Secretary, and if determined appropr'iate, published in the Federal Register 

.,.;.; ('~fbj public cotnIJl,ent. Entities objecting to OPTN or Secretarial policies may submit appeals to 
the Secretary in writing. In addition to policies for the equitable allocation of organs, the 

:dPTN"s'p'ol1cy making role includes; policies on the training and experience of transplant 
,: ,. 2. ;",,::' ,.' \"'stirg~oiis and physicians; policies for nominating OrTN Board members; and other policies as 

":'diretted by the Secretary. ' 
',' "~,,,' ';' l:" j. • ',' 

" >,,:;,,<~;,,\'.':~'4::.~'::::':~~. "~~:, ;~"-'" ': t" • 

":"~;4';:~;""':;;\'«(o':;:"AJlot~'ti'6n:'of OrgAns--The OPTN Board of Directors is responsible for developing orgRll­
, .." .;>sp\~'dficphIicies (including combinations of organs, such as for heart-lung transplants) for 


.: ~cfuitaBliforgtU'l allocation among potential recipients. The rule sets three broad performance 


. -standardized listing criteria for placing patients on waiting lists, using 
objective Rlld measurable medical criteria; 

·stondordized criteria for determining medical status, also based on objective 
, . and measurable medical criterill, sufficient to differentiate patients from least to 
. inost medically urgent 

-organ allocation poliCies that give priority to those whose needs are most 
, urgent, with the result that differences in waiting times for patients oflike 
medical statll~ will be reduced; 

gorus, of course, are subject to considerations of practicality and sound medicnl 
"WI!!."'''''. to avoid futile transplants and wasted orgRlls, and to promote the efficient 

of organ placement. 
•• , t :~>:t~.::.\. :.,<. ,,: • •,,4 

• • ' :,,::· ...~~~~··:·'~li.~\~\.(;,.t:,.: -. _.' J" : -' • . .1'. 

', ..~~~.rulefequites the OPTN board to focus flrst on appropriate revisions to its current liver­
,:~:alJbca:tio~r{po1icy and propose a new liver allocation policy to the Secretary within 60 days of the 
,t;:(r$gtilatioh's' effective date. Other organ-specific policies must be provided to the Secretary 

,.<;/{iiltlhri one year of.the regulation's effective date, ( . 

.""./ " 
~. 

: ,'.... "1 . L 
"," " 
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.::'(;;:.t~";:i;?J4~f,:)'6'~~.~N:'~WJ;i'H~if'ib 'New PoJicies--When the OPTN initially revises organ allocation policies, it 
. ',::":;;';.:..::;'iltiihs'f~ro·p6'~etra.nsiti~n policies SO that people who are already on the nationaU waiting list for 

. '. ,: ... " ,:., '/', .. ··.~itaRsplihtution do not receive less favorable treatrhent than tinder previous policies. 
" , 

.;:;' :';b'::B'{)iir'd "'¢6nip'~shion--The rule modifies the composition of the OPTN Board of Directors. At 

"...'lea~t srx' p'ilblic 'members must come from fields such as behavioral science, computer science, 


L ":'e~6ri(H¥iIcs,ethicsl hehth care financing l law, policy analysis, sociology, statistics or theology . 

. .' '.:::. '!~. ::X"'·I).·{A:Ii6il16f~ight rrieinbers--t11 le~st 25 percent of the board··inust represent transplant c~didates, 


•. };';f::;,:'~;:!,;-',;,,).<~;>:J',)' i}afi'Spl~At re'bipients, organ donors and family members. No more than 50 percent of the 
.': ;:':';::.:\~'~::;;:;j,:;:V.":~i,:,:;ffie,:mbl¥t's·n·re·to be transplant surgeons or transplant physicians . 

.:':~':~/~'(~~~;'~:'~::~'I~~~~':'~~~"~\~:~:'~' :~~';":I' !: .. ":- ,,::,:" ,,,.' '. 

:)'<Nt:;::;';L';~~:::':-;,~:~i~:-;t~~bi'i'~?~'~'~eks to Data--The rule pays special attention to pllbHc aC'cess to data. When the 
.. :.:~~~<;:': 'I:'>:'. :S'~cr'etlifYdetermines that information will serve the public's interest, the Secretary may 
" /',.' ,~c,'.: t~leQse it. The rule requires that outcome data be updated every six months and be available

,',' " ",' ,,,,', no 'rilaTe'tliim six months later than the period to which they apply. The data shall include the 
".' .",' 'characte'iistics of individual transplnnt programs as well as rates of non-acceptance of organs 

:;:':',::' , ,J.. "nfld waiting times, and other data useful to patie'nts, their families and physicians in making 
,: '.. : .~':::~'~, , transplant decisions. 

~:.. ".'".:.. .'. ";' t ~ ::•• :, " 

"' .. ',·:~·~~'''Irc~ic~and' Evaluation--The Secretary or her/his designee may review and evaluate member 
oPOs arid transplant hospitals· where there is evidence of non-compliance with the OPTN rule 

':;;{,::~·.~~/OfffCtio'il9 that risk patients I health or compromise public safety. Sanctions may iliclude 
/::';:Y::tiehiovalOfftansplant program designation, tennination of the transplant hospital's 

"",,<;::partitip'ntionin Medicare or Medicaid, or tennination of an OPO'sMedicare and Medicaid 
"reimburseinent. . 

;..".. :.c J•.•... 	 .' 

':':, ~:~.FECTlVE DATE--These regulations are effective 90 days after pUblication in the Fe4era1 
·;'@'g'ister. Co'mrnents on this rule ate invited. To assure consideration, comments must be 

.<:":o1~'~·dved \\'ithin 60 days after date ofpubl.ication in the Fedeml Register. 

-'~';':':~Hi'~"',~ ..:.... t.':: '~~~ ":,' . 

.>' ::':,; '.':' '~DDRESSES: Wrinen comments shoul<i be addressed to Jon L; Nelson, Associate Director, 
.' '.:' .•.~,' '$]iice'of Spe'cial Programs, Health Resources and Services Administration, Pnrklawn Building, 

........ ,';.' '::<1:242"0 Parldawn Drive, Rockville, MD 20857. All comments received and referenced 
~',>,::::;,,:-:.':, H~:~kgr6~nd materials will be available for public inspection and copying at the above address,
"<: :,::.\(···.We'ekdays (Federal holiday excepted) between 9 a.m. and 4 p.m. 
:.: ". 

'·";._:'..: .. ,~\~:~~bpy of this rille and selected background materials will be posted on the 
. ,:' .:':~;~:HefilthRe:sources and Selvices Administration's Division of Transplantation Web site at 
.:·,;.:,::·,;,':::'Http://wWw~hrsa.dhhs.gov/bhIdidotidotinain.htm. 

," '," '. ~ ;::' : 

',' , ' , 

, " ",,:".;~,;, 
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POINTS 

i¥i',;!:,"'"" ,,:.~~,'i, ':ORGAN '.r.RANSPLANl'A'1!ION SYSTEM MUS'J1 H FAIR AND EFliECTIVE FOR

,,', ~l!,?~J~'~';:Jc~~';g1!A~fE~'~:'/~:';" ' 
.' .. ' : ,j?,': ...r~~;v,:·".i;. ,,' " 

',,'l;.'. ,F,ourteen:years ago, Congress passed the lNational Organ 
""Tr'A1.{s'piant Act;_ The purpose of the Act was to assure that 

, . ')unert-Tea' 'would have an organ transplantation system that worked 
'~t:air:iy and effectively for patients. In the years since then, 

"", 'l..ie,' v~ made great progress in the technology of organ 
·t'ran~fplant'ation -- the lives of thousands of patients are 

", "~;.:i:V·~'d· or improved every year. 
, 

. 
'.~'~,':":' ,:I"'~;':~ :,:"O'l, ,~_ 	 •

:",.'But' Ot'g'cins ,fo~ transpl':l.ntatl.on a,re in very short supply, and 
our'~;'~cHIties for allocating these scarce organs have not kept

•'¥~c::'~ ,:ltii t.h 'our :technalogical progress. 

~ -h' ';.! ~ .' 

nave launched a significant new National Initiative on 
,;",,',·cif~i::friafid Ti5sue Dona'tion. But in addition, our allocation 

, '--~:Pblici'es must be as fair and effective as possible for 
.:. \,,:", pa:f:J:ents. 

MUCH EJ.1PHASIS ON LOCAL ALLOCA7'ION WITHIN 
'::'ARBITRARY GEOGR.APHIC AREAS, AND TOO LI'l''l'LE E:M:PBAStS ON PROVIDINf$ 

':".~-"....~.~_~ ..l. ___ L~"," • 

WI'I'HGIfEA'l.'ES'l' MEDICAL NEED 

'~<:·:';::t~~!~~;\~[f:;f''',:;,.:,';,~ '" :.':, .«, , " ,." " 
•. 	 ';Y;;~,!~f:;:,;!~t:':i::!:,~'~ Uhderfoday' s system, a matching organ may not reach the 
'<:,<::;'\,::~1;;';,i.~·;'!::·,.::pati~nt with greatest medical need. Instead, organs are 

~~ . t", '.', t '" j~'. f 

...:::: "~', ,,/ ,t're'atea as though they were the "property" of the local 

pr-ocFliemertt area and are offered first to all the matching 


'p'a't.i'ents who are listed wi thin that area. 


an organ that could save the life of a patient who is in 
'fuor~ urgent medical need may never reach that patient, because 

:~::"'!"<:'::"'it 'i's used inst'ead fot a patient who is less ill but who is 
l~d'ated in another area where the organ was procured., 

, ' 

,,'" 

http:transpl':l.ntatl.on


r~, .::r.-~.';i~.:£. 1::~:~~'~~Y;'i,r·;",1(.';.....;;,;..:~".' .>_, ,~:1:~t~~~ 
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Points - Page 2 
:;!,),': "',~"" 

~/ ,';.;'.,'::,;>: ,::iMANriINEQUt'l'IES RESULT, nOM TODAY'S ALLOCA!"ION SYSTEM, INCLUDING 
",,',,,,{ ".:~:;:i~·>/·~;t\;fNb.R$1off'§ "VXR.rA:rION IN WAITING TIMES FOR Dti71i:m!NT AREAs OF 7!HE 
,:, ,- "'.<;;,i:'i3~Y: ,••' 

"': 

·.:~,'tiA"&i~;r;:t:da.ay' s' system, a patient's chances of getting an organ 
Ca'!r.d~perid more on where the patient lives or is listed than 

,'6'ri'it:i'~6t her medical condition. Waiting times. for organs can 
.. ' hi:i':'(fitre 'times or more longer in some areas. of the country than 

':':":"lj;":dtrf~ts . 

/f 'ih:j;'s'means patients must gamble on a matching organ becoming 
'.'" ,:av~ilaDle in their local area, or must travel to faraway 

tent.e':crs to improve their chances of getting an organ. This is 
"clea,rlynot the situation the law intended -- and,' with 

"','l:::sa&'}1' stechn6logy, it is unnec~ssary. 

<"":,,C?~:~~(':~~b'~1'~~ TO ASSURE !I'HAT ORGANS GET TO PATIENTS WHO HAVE 
'. ,,)GREA'.l!EST MEDICAL, NEED 

':'" '!~:'4'<;~':~ ~,,::: 't.",," , " 

'Faiif;ilfe's who agree to the donation of a loved one's organs 
,"":'

t, " " exp'€i'6t the donated organs to be used for patients who have the'' 

. ",,:,." " gre'c;lte-st medical need, in accordance with good medical 
-.judgntetlt. Technology now permits longer preservation of 

',."6t!~{an:$; "enabling them to reach those with greatest need. 

::,~r~'~diii~'efit 'allocation policies can be modified to assure that all 
""pa:t'±entis will have a more nearly equal chance for a matching 

ot~'an,based on their medical need, not on the chance of where 
th~ycli~~ or in what medical center they are receiving 
'treatment. 

""~ " 

• (' . " ..' ";!: 
" 

" " I \ 

" ~~~'f 

http:tiA"&i~;r;:t:da.ay
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Points'- Page 3 

.... .~' ., .,.TO.. ·ACHIEVE '.rHE GOAL, THE HBS REGULATION ES'l'ABLISHES ;p~CE 
"";';;:'\,·:·j·:~·:;'(:;&~I;s"·i1·iEb TO 'iHE OBJECTI'VES OF THE LAW: BU'l' 'l'HE POLICY-MAKING 
':~)":';Y~:';':;:pltoaESS' -:is. LEFT IN· THE HANDS OF TAANSPLAN'l' PROFESSIONALS 

/t;:0;~,::<':': "'.,:,' '.'. ,:" . ' 	 ,
,', :""'.,:" 'i'he"o-rgan: transplantation law created a private-sector Organ 

, " '.' 'Pr'chtiiifemeht and Transplantation Network to operate the 
.ri'at:·i:b'ii's transplant network. The OPTN operates under contract 
,t·o:HH1§. ' In its final regulation, HHS requires the OPTN to 
;::'6r~;at~\ c~iiteria that will result in allocating organs first to 

,. ", 'tlf6~~ih the highest medical urgency status, while reducing 
·.'}/:>'·tli.'8 ;~fuphasison arbitrary geographical limits. 

. .. 	 '.",... :.. 

.. ':~,f~!?,;r;;~s~f~:~~~~~:~~o~o::e~o~ow:~~a~~ ~~~:;f~~! t ~~i~h! t :;!!~ i c!h:f 
>',', ffiecUJd'ine. HHS wants medically sound criteria, developed by 

',r t'r~ii~lp'1a:tlt surgeons and others who know most about 
,tta:hsplantati~n . 

'The acute shortage of organs for transplantation makes this 
.. ',:;:, ;'Ysubj:ect highly-charged and sensitive. Some have urged I·UiS to 

'.' ,.' 	,t~ake' over the process of creating allocation policies in order 
"eo' 'fnake it fairer. Others have uqred HHS to take no part at 
'a'il<'inthese policies. In the regulation, both of these 
·,'eX:ft\~ffies have been' avoided .. 

i .~~'·~r:"'!,,:~ ;;:'::''' ",,<'

,:.;.":.i'Tl'{e . approach adopted by HHS is guided by the' well ....being of 
": ;.. ' patients: the! in'tent of the J.aw;the premise that patients 

. 'with. greatest medical need should receive available organs, 
"cortsi'stent with sound medical judgment; and the desire that 
".al10cation policies be designed by those who know most about 

.transplantation . 

. ',:', ··l, 
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'Na'tiibf{~l Transplant Act 
'<"':·,"'il.,>",,, .that balance: 

>ftih.t!.~faw'made 'it 
'. t2t€3ated as a public trust 

'., '.• ~:.:.:,ies~:gnslbili ty to 
~:. 

.:.- ': 
, " jlt'

" ' 
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OJ?TN REGULATION 
"TOP-LINE QUESTIONS AND ANSWilRS 

. . . . 

represent government interference in the 
',)'.;::/',:~;'~:i;t.\{?~~~e:~l:~~~'9tmedicine? Why should government be dictating medical 
,,~~:~::':,;»~i/'i'?;a€!~'ili;,~ft~?". ,:tn fact I why should the government regulate at all in 
. -.;~~:~·~;i,T;\:~::,·:;;:,'~~'Ri"s'.··~rif&~? : 

. -: '.: ;;:;·::'}'f·:~:;:::~WER>.: 
, 

. .' . 
~. '::~;'i~\~\T.1i'i5r iEfgulafion does not dictate medical decisions. It simply 


_, ;'''' .' 1,," :._,\~'c:·a:r·rie8 "out the 'federal respone ibili ty I as required by the 

. ,.#~;"~~J.""~1~~V-:>}~!' . ~,~. 1, • I' . , _ I .<,':-: " ::Nat.i·on'a.l: Organ Transplant Act of 1984 I to assure that Amer~ca' s 

·:'.:,~-~·~;;e;.};r~*g~h.·:·t~§.ti;9plant: . system works fairly for patients. The 

:.":, .. ~'"",",,;,,-.,)! .."j ·.'i'~\),t,!t.,;·:."·-~:"·:":';'/~ "':'"'H,. ' ,.' • I • 

·, .. ···,/~11':·:regulat:ion spec~fies" transplantat~on goals that are cons~stent 


I::.. :.:,:-;:;·~':·;·.~i:th:.t)i'epuiposes of the law - but it very explicitly leaves 

.i· ·.,fue·cfit's:l de-cision-making to doctors and patients I and medical 

. \ ··.p~iicy;.r·fiiaki'ng. l~adership to transplant professionals. 

..­ ' .':.,(':i;i~:',,;C:;i J>;;,;, 

struck a balance I and our regulation 

clear that donated cadaveric organs were to be 
.. The Secretary of HHS was given the 

assure that as a public resource I organsI 

...... :; .'·web::e.;allocated fairly. Indeed it was the whole issue of fair 
:,ar16c~tiori that gave rise to the legislation (for example I to 

'.' gS'~lir'i'et'hat organs were" not marketed to the highest bidder.) 
).i>;· 1ft .this regulation, we provide final definition of that 
:;f;-;::;;:·\·7~ppfC;pf'ii3.te . federaJ, role . 

.The.r~w also created a private-sector network (the Organ 
,Pr6'bu'rement and Transplantation Network) to administer day to­
c.a"y op:erations and to make the medical decisions - and the 

",' ' • ' ", 

regulat~on also preserves that role for the OPTN. 

http:f;-;::;;:�\�7~ppfC;pf'ii3.te
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,/.:'adn:e're\d. to a middle ground, 

. 

" , 

OASPA NEWS DIV TEL:202 690 624i P. 006 

.·e;i~il'~.inj ect.ing politics into the system, where the law 
Aren't you just responding to . lobbying 

;a~ent(ers like Pittsburgh? . 

'v: \' .. :·;:~~:if;X~·>:>'i:~~';Jl,!..;<l..~';'~·,!,,~ ;,;'.' , ,'. . . , '. 
':·~',;;!t~:;";:\;';N<i>t·'~,'at:';'l:a'.'lI'J.;":.:,Ou.r're/3pom;:qln.ll. tyunder the .law and our guidingf • 

:··:-::::q:~:;~':>~~>~¥.~}rlit~~pfte:/;/iha'8 "been to. assure an equitable system for. patients . 
. ; ::~'" '::;:'.··.··':.Tffit.: 'ls 'the appropriate and necessary HHS role. We look to a 
.:', 1·:::~:'·':.',·.~iDritfttul~d,p'artnership with the OPTN in translating t.he goals of 

" ;'I-6lte 1~~'·irlt6 effective organ allocation policies . 

• t" ' 

,""'. : 
"._ I . . 

'..• *lf~,·~jtt:~riEHva comment periods and special hearings' we have held 
, . ',/:"''6'h'tffe{se' fuies reflect the need to air those' different 

. '·\~:i·:,}\~\~Wp6l{~p~ ... That is why we are offering yet another comment 
.; :.~;... ,ffper:iod "};)'efdte tHis regulation becomes effective. 

" ;i·: .:~~'~:~/~'~";:"~~_:":-'.:_ ',,,,' ....... "~ . ~ . 


:':i"'N'rSJgjtW~··~*~~'iiies would want HHS to take aver the allocation policy­
.,' " ..::tfl£kirlgpfi'oces9. Other entities want HHS to take no role at, all. 

.·}:~~/~'w.~,':l1'aY~dpted for neither of these extremes. Instead, we have 
which is the balance struck by the 

its'~lf . 

": 

http:t~:;";:\;';N<i>t�'~,'at:';'l:a'.'lI'J.;":.:,Ou.r're/3pom;:qln.ll


• • 

,,:>,: 
, ' 

OASPA NEWS DIV TEL:202 690 624i P. OOi 

, ,'I 

',! . 

results of your regulation? 

system that works better for patients: 

=n~~~~~~=a~t~i~e~n~t~s~'~w~h~o~n~e=e==d~t=h=e~~o=,~t - There will be 
, medical need, and less emphasis on ,the 

. ." {:;':::.' ~¢'di'd:erit, of geography. The regulation builds on current 
.,',., ',,~:,>:;":'i/p'~l'~c:L~~' t.hat allocate according to medical need, but confine 


,':,'.: '\''':trrl:~'\i£ri:,i't,ta:l search to an artificial geographic areal 

,'~<~?;;i~~;,:;,;h'"f~f:i;~ii;'fi.hg rio, medical rationale. The regulation calls for 


,;;'.~. .'i..,. ":~\t:-(.:/I:.'.:;. 'l.~:~.::;,t'4'.i,:.~,~.~.t·.,;".. ~.',:".\ .':' '.,'- ,,_ _ ' , " '. 

,;:';:'i:/:~~':~;;,',;~::::,~:;,:al]o~cat:·ibrl.ac¢ording to medical need, wherever they l1ve or 
""';>;":',:r':ty::'>;;'tji¥~~i;'@':i:~;t~hL ': 

',:~ :. '. ~~' ... ' ,'" 

'(';~', '~?,,;'~i}£~j,i;~l~f,elplaViDg f:i.elg - By requ1r1ng obj ective medical 
• ,,4.. ',1 .. ; ,,-"\. ~ ;!;, __ " . 

" , . ,";' 'crltterla to be 'used by all transplant centers, the regulation 
'. " " ", w'ili n:elp reduce uncertainties. There will be less incentive 

, " '" f~lf',mi.rlltiple listing or traveling to distant centers with 
" ' "<; :'snC)f.'f~r wait lists. 

I" '. 

u '):;'';;:f;-;' ':iUiii~l"~,~r;;j~tJ.;~tionin, waiting times - The regulation requires 
, '8;li~6.atiohpolicies that reduce waiting time disparities . 

. , .. , 


".. ,;: ,,~., -' j',:.,,:~:'f".;.. I~ .p" ': ".', "jj' , 


. J"i',':Gie;ate;t:~,,~gener:a+ perception of fg,irnes§ :in the system, with 
':' ,"pOs"Ei:fblHeb:positive impact on organ donation- Families who 

';,,",Cioriate,organs of a loved one expect the organs to be provided 
:.:.' accOrding to medical need and sound medical judgment. 

; ­

:':~'i;itie,!kdatafQr patients and _their doctors Patients and 
',do~t.~r8 need current, understandable data when choosing a 
';.;tr~'fi'dpl~nt center. 

'.. ,.~ . 

, ' .~:.~<;..:« , ,; );lI ',,', . .' ~'. 
,:,,:,.,:"~6ri;t~:J.~nu.ed-,technoJ.ogj.cal prog;ress - By relying on transplant 

';: pr6f9's'eiionals for policy leadership and day-to-day operation, 
'the:tegulation continues to provide for the flexibility that 

:-,,;E:in~bl'es" techIJ.ological ,advancement. 

http:i~~;,:;,;h'"f~f:i;~ii;'fi.hg
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,~" ':',,',' ,,,,,,,,,,<J '(j)rJESTIfJN" '6' 

i::~~1!:[~t:i;~~~~~&/~~HS just go ahead arid set the allocation policies? 

. :: ,". ,."::,-;'ANSWER,: . '.' 

"::~l;:,~:;:,~;,;~;~;' "(;l",(i):~' .. :;~. ',' '.': : , 
!':/i.;,HHS' warfti1if":'c:idteria that are medically sound, and we want a 

",,;';\;\":/pBllc}#~'s~tt"ing mechanism that is flexible and responsive to 
"'.trli!,,i::lln61o'gi'aal ,progress. The regulation defines a process for 
;;'::ryt'p'b.ri6lyi.i;rfi~k'ing that includes the' opportunity' for input from all 

,:(/,:"...:,:::,,:~'tt'fi~se: wh''b: are interested. But we look to transplant 
,:",t:i(",:<f<;::;Y~~&>f'~i~t~,:£'6;h~ls in the OPTN to lead the policy development process. 

'YY:':~',; :"n:f";,:" i ' ",' 

. .~'. 
.. : ":'. ~. :,: ' .; '~ 

",::,,;::,:\~t~:):~;;>" ',' l' . 

,!::;:if;,~~,~t~:gt~l5~," '7 : 

": ':~w1'li ,"~~Me\ 6'enters be forced ,to close as a result of the 
r&giltatIed? 

, " 

" '. " . ,'.' 

:'.;'" .'",;,:t,.-r:r~<:·'~~"~;;~~:;~";f::fI;"';::(/~';.\-';'" ";:"~":.:"';' ,"';" ,'_ ~ 

,:":':~;<':TnEfte,·'1'.et;~3.l)solutely no reason to believe that centers should 

:',.:'·!':;(:;~r,~>:c\i;a:;:~\~",:]'tJ:'s;t because organs are directed to patients with the 


·,:-··",,,,/:~:,.\~'_·"·/'~{,-/~,;;.:t~:..~\j~'t:,,~,.;.:'fl;;":' ,~."'"., . . 'f 

, ":":""""f';:;":,:grea:te~st' 'medical need. The fact is that: the most ill patJ.ents 
" " •• \ f I'~ * ~. 4 

' '',,', ',0, • ,":""w0uld, , rec:eive organs,' wherever' they were located. Since all 
",',r '<t":f:~:iieip']~tit centers serve a mix of patients in various stages of 

, " ,':.dK~;~:k'~'i4l'e,patieni.:s in every center would benefit from a change
.' ~ .' 

'"effa(ehabled 'organs to be directed to those with greatest medical, 
, ",rl'e'e'd;' " 

...\:;,i·,;::'~~~~;~!~~:/~:; .;:t~!!!sr:~~i~~y~~~~:~sa~~ :~:e i ~i::i~ct ing 
,,':.;'i;,~/:(:c"epters'fandcl,?eer monitoring of center performance by OPTN. If 
":<";':::,th\'i'6ci~1:aw'e're to reveal poor quality care at any center, then 

',;':'\Y;<.;iei:{ct{ ;'a'! 6'(§t1:ter might be threatened. . That would be a completely 
" ~ ','~j...<;~).'__",''''''-;'',';:'_ 1~';> 

, \:';, >proper6titcotne. , 
_,' '.:_>.: J' 

! • 
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... :;,:;~.'\::''.:'~:''':!'~L;~::~:I:7..· 8,:., 
' ... ~·-~w~n,·t~you be~asting organs by tr~nsplanting to sicker patients, 


, '·~'····i-~·wfic:rra'fe'.. t:~en more likely to die? 

,'. I:,' 

'( ·....~:I~{,,,.~~J/;~,.~,~.;:~·.:· .... ,.~,' '.' / .... :-.....,>\.... :' ,": ',' 
., ,.,:·;.::,:·,\~,,'~·:'>';:::'~o<:':,r.£t(:f·~;'C"t, it is already the policy of the current allocation 


. , :';"'>' ··~;~·Y~·f~m··'t!.'c5'~ 'tt-a'f1splant those with greatest medical need first, 

I 	 ,'~ "~. :~.~':. ~.,U,,,,··,,-..t" J - .... ,.,').o.,~~.•.':~. _ " . 

. ' '.' ";~.: wi,t:hi·!l·:.t:11e local' procurement area. Naturally, specific 

;.·r/.. ! .. ;,.i';:.::~i~·~'y{{&'gtfi'gIYe·ii:3' .f.·neach case are made on the scene by transplant 

,/):,};':;'.{!::;1~;~·I:·pE~:f~;8·~i'cij'rla'ls; That would not change at all under the 


•::.; /··>'~'>::;,ri~igufat:1dn. . .' 
'/.. 	 ~.!1i:· :"""'~~'-""~':'.'~' ',' 
A]~l ,tha·t·. would change is that a broader pool of organs would be 

:'/,':""7'"," .:' ......, .. ., ....,. . ,.,

·,;,;a:'vailabl:e for a given patient., making it more likely that this 
.." ,.·:.?:p;~'t:terit'Wril receive an organ when he or she needs it urgently, 


'.' " '~rtf6mat'£ie"i 'Wl1erehe or she is receiving treatment. 


"" .' \,' :. 
,' .. ' 

. . ~.' " .':' 

." .. \,:,.:;': ...'.!\{i;bh~s~T1~1i; 9' : 
..~ '. { 

'~l';'~.;:~Y~~~:<:~!~ ~~ged' to make these changes? Why will they be able 

"r ',\, \',:. '{ .

'. 	 ~>. :~.:'.. ..' :'1iNSWE~;t:, 
r~, . 
"\ . 

._::·y::::·}· ..·t)~·e·:..dci¥f':,·i:]biow why the OPTN has failed to update its allocation 
.... \:~. ·.. ,~pch;Jd'iig:8":.J.'n significant ways. It has attempted to balance a 
. :".: ·!:·.,/~:-nm:TifBei,:,6f t.0mpeting objectives, but has not maintained sight of 

'" :·:':::;·":... '.,t·heEitatUte,s objective: a national system which treats patient.s 
• ..' __!. " • ,; ", .~ .1, .... " .. :,.•' ~.; .". , .. ' ,'.:.. • .• .,' 

"~_"':'::: ...:,.i:~(f~it'ably. We believe that with a clear regulatory framework,

'c:·:,:>:·:;',:t:h'e t·:tal1.splantcommunity will rise to the challenge


.:, . 
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~. '.,: , 

i: 

.. ' ,,' : 
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'~,~.~~ ~..::~:: ,::~~'¢ L,;,>;:'~f;~~~~~ ~,', . , ~. 
\'" ' , ",', , 'ii '.li:NSWER,: 

.'.':,: :,:c::(;:;,,'{,~~:,:,:,;;: ~t~ ',:' •. Jic~:iJ'o:~":"'~ , . ,:. 
",:;" '< ':-'~:'N0,/'c' The/poInt is to provide organs to patients who need them 

,t':T!r~;~'t.':,;",,;)D~pending on the matching characteristics ·of organ and 

, 
... ".; 

. ",,::,,:;.!5:<a~ier{t;;' and the amount of time the organ can be preserved, an 
;, '~:,';8fs'il:n's1:\'Buld be 'enabled to, go wherever the patient is found who 

.. ;,;~·'&:i:;ll 'hgnefit the most - no matter which center he or she is in . 

. ,~,,,:/,t,:;,':}:')},,~~),:~ll~./,,,<~~L~,: .'.' .,' , 

, ";-:,~,:'1~':,,,Td~aY'8''.~$ystem can act to "lock" these organs in arbitrarily­

" ", -, "'. . "."' ",~. ' ',' 'I' '.' "',.. ~". " . - . 

""":);,1, ">',;'def:ll'riffcl'?ge'dgraphic areas I preventing them, from reaching the 
'. ',,:~::.~;;',,: ..:;;,;L,~;:·,pir~#,i~IlS'JJ\~l:Vin?' need them most. But this, is not what the law 
.:/, "/?:i-"::j.}<.~i,nt.:~Ilq:~id/·;:~i:J:h'd it's not what donating families want. 

; ':..' ,.~,~. ','.:..>. ' 
'.f"1il,;cff:f~{ri.'ti!{'wldi' greatest medical need, should be served, no ~atter 

~, .... ; ,,~~ t'.- ' • 

are located. Sometimes they will be in one center I 

...;;::i~(jm~tJJfie's in, anether. This regulation does not benefit one 
one class or centers I over another. 

. :·\Arl~ti.he~.way oianawerinq: 
.. '.... :~',:~;~, ":'2"J:."~;' '. . '. ,

-'-:,.' .': JTYle :qu'e,:s't'ion is not: "Where are o;-gans taken from?" Organs are 
,·ti~a.k:en from .donors and given in public trust. They do not belong 

, ..irltt:l:tr'faUal .centers or procurement areas . 

: ,... ~i" , t· ,h , 

(THe r;ignt quest: ion is;: "Where' 'are organs to be provided TO?" 
:,'JTfr~Y" ~ieifiieant to be used , according to the best medical 

' for patients who need them most. The organs should not 
from reaching the patients who need them most I 

<;.. " 

patients may be.] 

... ', 

< • 

• 1,' 

";. . 

...::"~~a~'ti(e'ht:, 
.;:i:~'~~<J5€;, 'pr-e..~,hg'1ite'd

.,:;' ......\'. ',', "~' .",;?",). ,."''"j'':''

.<,',''': 'wnerever t.hose 
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·· ..l!.,;.A\i"I'":.ti~,,~~~~ ..,;c;:lUESTION~,~l·a. ':,' ' 
i .f:'.::" ;~;i.:<.:~~;!:i;,.;~·'~~;.,. :(,.L';:, ;~::i \.~.:: : ..•. .•.. . " ' . 

..."';''/·;:''':;J;:7.t1nder~tn'iEfregulation I will patients have to leave their home 

'. t '":'>;: t::tan'spl~:fit'¢en:ters and go to the big centers? 


- ,'''' ""';" . ­

-(":1' 

. ;:'/~i~~'"/,;;i;:';''' , . I 

. . ;·,Juet:~,·tne bppos~te. If organs are freed to cross arbitra~y 
.•" , ~'t;".,·: .... '::, ' .• ,•. ;,' ... '1' .. ," , • 

,j; 'bound'ar:ti.:?es {and reach the patients who need them most I then 
,'~ /~"'-~~,j\i-;.',. ': •d"~-'{ tt"I;,,;' "', ~:.'• .-"' - .

':"Ii)'atient:sWil1 be more able to list at the center of their choice 
',~'fa'j;;,:i~'>'ta#iple, close to home I in those areas where a center 

J~~i'st~ .nEiatbY. . 

" .. i'a' und'~r 'today' s allocation system that patients may f.eel the 
",' "><'rt~~~t'd~r'av:el to faraway centers simply to improve their chances 

,':.:'<'?f'i,gei·t'fi:¥lgah organ. We want a system where patients have both 
" ,'. :':;Ohoi'c~":':;'0~G:'enter and an equal chance at getting an organ . 

.	,:"::'1.~'·:.w:iIi'·6y::g~;h d6ficition be negatively impacted by shipping organs out 
.'y,;,:coe .16a::ci~ ,; a:reas? 

,.' . 
... '.' :. 

.-t 

.	::",.:}~:~t±~ggt~~f.~6£gans to the patients who need them most will not 
":",:,:<:,'" .. ,, ffrip~:d:~:~;f'gan donation. Donating families want the donated organs 

'. ·:·~·~:;::/::.·,tO'·Be"i:is~'d according to best medical judgment for patients with 
•.. ·'~>-~:·;'1..·\~,..-:~·-.,.:"·i1.:7..;-.>'~~:.:.:.:; ,::,",' . 

/,,},;,'greatest'medical need. That is what the Transplant Act intended, 
." ',r I ',' ',' ,~ ,.',..\.:' _,' c .:.' " 

'·':"7·:;~r.·:~'(,<2tnd··itJ s what this regulation is all about. 

,3?~'t~li~~c::;:_'" ,.: . 

http:l!.,;.A\i"I'":.ti


.~. ~::,.~:,·~i::"7~··r ~:;t;':~-~'.;:;.<" r:"- ,;,;,,:: i.; ~·,<:i,;: " 
.. ~')'lKR;;;&;i4"t;9'8:(TV~rj3 :'5 I OASPA NEWS DIV TEL:202 690 624i p, 014 

:;.<> j,' ~.':".. , 
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; ;'<.':"'{'.-' ,·\:t'{'f·:~ :.~" , ' . 

:',";""',:..'';;: '(£?r:JESTIONi'J.3-' 

'rfj;:'~!:~t::(;~~{:~;; i~:"t;,~[iJ,;/:'::~:~:: ".' '::,::,:~, ':'," 
'" ':,',~ ';j'/:.,/Is'the:t:e' p:t:otection for patients on the waiting list now, as a 

\: ~,:~:,~::~::~,/:<hgi.ir'·ai16b'il'tion system is developed?


,-~.. ", ,',0:."" '," ,;\J' "', '. ' 

'" " ' 

, ' 
,1:',;;1i:~'i-,~;"'! .".: :7~~·,{~tri)..'£ ~'," J: :.. . - '.. 
,:' Yei:L'Tne re'gulatl.on calls for OPTN to develop new crl. terl.a, but 

....p:..;.::.:: .\.::1·:.l';::·17.~.T~j",:>.'.;" ".' . .Ene tnesen:ew criteria are not due until 60 days after the 
.: .J~:~fgbEi~:~;.'date ,0'£ the regulation. Therefore there is not an 

./,,\:;,:'~,:,:'fiWltn~'d:&ih:e';efteCt. In addition, as part of the new criteria, OPTN 

" .::\;i\::·::l'Ejc'alr~d 'ttp6tl to develop transition rules that will protect 
:, ~;',,:~~';';,1":';:":)';i'~a:'eigrrt'El' a<lrEiadyon the list ,leaving them no 'worse than under 

,,. i;·'~i,;.,1k;7i;}l!aii'r+§11'€P'6Hdie8 . . 
, .... ;: " ~ ~ 


.. 


" 

,:'1"JJjsw~i': ': "" 

,:;::';·~:';(~~~h~1.' :..'~:'4.:f.,~.:,~· : ...) ~\"vi~_': ..,. . 

:,:' ',We'zfr-e,cori,£idant that the, OPTN will want to produce, allocation 

';, ,~" "',:" d:,rlb='i:;'L~ that serve their members and patients in the best way 
: ':!', ',':, ·'tr6s's:L:o'l'e'. While HHS has the authority to write new allocation 

, "p~riO.l:~·e!".ii~self, we would only do so if the OPTN failed' to act 
.'§'&£fi:ifiidtH$i-:riy. and we do not expect that to happen. 

;.' .. 

. ; ,:. I: . 
< :~ ",.' "" 

':-: • ~ t· ';. 

,:'·W~:<ar~'::'~ti*';i.~us to work productively with Congress. We have built' 
'~:h' ·iiiila8ditional comment period, ,both to hear from the public and 
V;j~~ ~>;,~ ... >;'.r,:-.'-"";+- ..... :~i~'-'·~.·:·', I -- • 

,;to glove Congress an opportunl.ty to conduct l.ts own review of 
J,:·t}{~;s€('i(igu'la t ions. 

http:opportunl.ty
http:re'gulatl.on
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NOTE: 33 organizations signed on to this letter. 

] 
. • t~: • , ':,. . . ..-:' : 

March 18, 1998 

Sehat~ t~bot arid Human Resources Committee 

'428 Dirksen Senate Office Building 

w~shiii~on. DC 20510 


Ogat Metnbets ofthe Senate Labor & Human Resources Committee: 

'. ASpr6v;'ders, consumers, advocates. and family organizations concerned about the confidentia~ty of 
tfteClical retards we welcome Senator Robert Bennett's and Senator James Jeffords' efforts to 
'prodiu:ea comprehensive draft medical records confidentiality bill, (the Medical Infonnation 
profectioriACt). However, we would like to express OUf strong reservations about the draft in its 

'current form. Key provisions illustrated below need to be changed in order to protect patients from 
di~doshteswhich invade their privacy and could damage the quality ofhealth care they receive. 

We"ho'p'edt Vv'ill be possible to work with you to see that important modifications need to be made to 

allb\lj;responsibJe medical records confidentiality legislation to proceed. 


"... We strongly urge that an exception from federal preemption for mental health records be 
'mcluded in your bill. Many state Jaws have specific provisions protecting the confidentiality 
of mental health records. These state Jaws reflect the recognition of the need for special 

/
protection for the confidentiality of m~ntal health records due to misconceptions and stigma 

, about mental illnesses which often translates into discrimination against those who are known 
to suffer from these disorders. Therefore, we strongly urge that an exception from federal 
preemption for stronger state mental health laws be incorporated into your legislation and 
that in the future states be allowed to adopt more protective privacy laws. 

* the principle that patient consent to disclosures of medical records be informed, voluntary, 
, artd non:.coerced is critically important. Under the draft bill patients would have Little choice 
but to provide consent for a broad range ofdisclosures of their medical record if they wished 
'to'receive care. The bill as drafted permits payers to demand all details from a record, if they 
choose to do so. It also permits health plans to tenninate coverage of individuals who do not 
wish to share so much of their personal information. In addition, employees would have 
inadequate protection from employers who wished to review their records or from 
pharmacies which wished to disclose certain information on a patient's medications history. 
The result ofthese inadequate privaCy protections is that many patients would hold back from 
providing needed information, and in the case of mental health care, many individuals V.111 
be less likely to seek mental health treatment and would be more likely to drop out of 
treatment. 
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, ~ . 	 * We also recommend that limits should be placed on the information which patients must 
distJose. In particular psychotherapy notes and the most personal information revealed in 
treatment should not have to be disclosed to insurance companies or health care plans for 
payment purposes, 

Iii this letter, we are not addressing the issue of consent to disclosures for research purposes because 
ofthe particularly difficult tradeoff's involved and the diversity of our views on the issue. We also 
note that several of our groups have additional imponant concerns that we will contact you about 
'separately, including the lack of needed protections from searches of medical records by law 
enforcem.ent per-soMel. 

.Thllhkyoil 'for considering our views. We ask and hope that we can work together to address these 
, ,il1ip6rtalit iSsUes. For further information, please contact William Bruno of the American Psychiatric 

'Association at (202) 682-6046, Doug Walter of the American Psychological Association at (202) 
',336,:,5889, Chris Koyanagi of the Bazelon Center for Mental Health Law at (202) 467·5730, Ron 
'H~nbetg ofthe National Alliance for the Mentally TIl, Madeleine Golde of the National Association 
ofS6dal Workers at (202) 336-823T, A1 Guida ofthe National Mental Health Association at (703) 

., '. '8'38;;.7502, or Janet Shikles ofPowers, Pyles, Sutter and Verville at (202) 872':'6732. 

SinCerely. 

Articiican Academy of Child & Adolescent Association for Ambulatory Behavioral Health 
,. . , psychiatry Association for the Advancement of Psychology 

'American ASSOCiation for Psycho-Social Bazelon Center for Mental Health Law 
Rehabilitation Child Welfare League of America 

Anlerican Association of Children Residential Corporation for the Advancement of Psychiatry 
Centers Federation of Families for Children's Mental 

. American Association of Maniage and Family Health 
.Therap}' National Alliance for the Mentally III 

, " AMerican Association of Private Practice National Association ofProtection and Advocacy 
P~chiairistS Systems 

. A:merican Board ofExaminers in C1inical Social National Association ofPsychiatric Treatment 
Work Centers for Children 

Atnaican Counseling ASSOciation National Association of School Psychologists 
.Artiencan Family Foundation National Association ofSocial Workers 
American Group Psychotherapy Association National Council for Community Behavioral 
American Mental Health Counselors of America Healthcarc . 
·Amcncan Occupational Therapy Association National Depressive and Manic Depressive 

, American Orthopsychiatric Association Association 
American Psychiatric Association National Federation of Societies for Clinical and 
American Psychoanalytic Association Social Work 
American Psychological Association National Mental Health Association . 
American Psychiatric Nurses Association Powers, Pyles. Sutter & Verville 
Anxiety Disorders of America 

TOTAl:. P.03 
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February 26, 1998 

FAX TO.: 

WH ~RESS OFFICE -f'J-....i....­

Chris Jennings 


Media coverage is likely today on the subject of organ donation 
and transplantation. 

A demonstra'tion is planned at HHS by p'a.tient ac:lvocates who want 
the Departm~nt to issue its long-awaited ~egulations on the 
operation of the Organ Procurement and Transplantation Network. 

At the same tim.e, a letter fx-om secretary Shalala is being sent· 
to each of the 89 members of Congress who have signed, letters to 
hex-on this subject this yeax-. The letter lays out the 
principles that' are being followed in' ,developing the regulation. 

Attached. are the letter to members of Congress and some Q's and 
A's dealing with today's demonstration. 

Meliss~ Skolfield 

" 

/ 
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Questions and Answers -'for February 26 

What is HHS' reaction to this demonstration? ' 

We are sympathetic with those who are demonstrating, and with 
anyone who faces the need for an organ transplant. We believe 
this shows how important it is to increase organ donation in our 

,country: We agree that, in a situation of shortage, decisions 
about who gets organs are extremely difficult to make, and our 
organ allocation system needs to be as fair as'it can be. 

What is the status of the OPTN regulation? Why is it taking so 
long to produce? Why hasn't it been published? 

The regulation has required extensive- work, and,' development" The 
issues are complex and sensitive. That's why we had additional 

"hearings and comment period, It will be published once we are 
satisfied that we have struck the right balance and produced the 
best possible rule. 

What's so complex ,and difficult about it? 

The letters we have received from members of Congress, which 

express a variety of -viewpoints, reflect the complexities and 

divisiveness of the issue. We have responded with a letter to 

all members of Congress who have contacted us recently. Our 

response acknowledges those complexities and presents the 

principles that are guiding us. 


[If pressed: On the one hand, HHS is responsible for assuring 
that the Nation's t~ansplantation system works as fairly and 
effectively as pos~ible for patients. This regulation will be 
important in carrying out that responsibility. At the same time, 
we want the private 'Organ Procurement and Transplantation Network 
to continue to be responsible for developing medically sound and 
equitable organ allocation policy. The regulation needs to 

- achieve both these goals,] 
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Page 2 - Q&A 

" 

Is the present organ alloaation system unfair? 

.From the standpoint of those awaiting transplants, we have not 
yet achieved many of the important benefits of a national organ­
sharing network that were envisioned by NOTA. Organ donation 
needs to be increas,ed. Anc\ we need to assure the most equitable 
possible distribution of organs to patients with greatest mec\ical 
need.. See our letter to members of Congress. 

[As needed: There is a wide span in average waiting times for 
those on transplantation waiting lists .. And there are geographic 
disparities in who receives organs.' Where waiting times are 
shortest, organs frequently go to patients who are 1.essill;, 
while at the same moment, in area.s where patients wait longer, 
organs often are not o'ffered to patients with greater medical 
need. In the worst case, patients di,e in areas where waiting 
times are long, while at the same time organs are being maae 
available to less ill patients in areas'with shorter waiting 
times. 

[This system can be improved to make the most effective and 
fairest use of organs, so that patients will have an equal chance 
for an organ, depending on their medical need, no matter where 
they are listed.] 

Do you agree that 1,000 patients have died unnecessarily, as 
symbolized by the flowers presented by the protesters? 

There is no way to know. We ret;tlly donit need 'to know any such 
number in order to be able to see that the Nation's organ 
allocation system could be better. Even one unnecessary death 
would be too many, if it .resulted from a system that could be 
improved. With the severe shortage of organs that exists today, 
our most important task is to increase organ donation and thus 
increase the supply of organs so. that patients will not die while 
awaiting a transplant. That is why we have launched a national 
organ and tissue donation initiative. In addition, we want to 
assure the fairest possible organ allocation system, and that 
will be a primary goal of the OPTN regulation. 
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[Additional background: computer models sponsored by 
private entities have been run to try·to determine the effects· of 
the present allocation system (invo'lving livers) and of various 
alternatives. They have produoed differing rE;!sults. Presumably 
one of these moaels was used to produce the result cited by the 
protesters. While the models'produce differing numbers, they do 
generally support tbe finding that more lives could be saved if 

'.. livers were shared more widely.] 

What would 'you say tor the child (Daniel Canal) and to others who 
are awaiting an organ? 

We would say what anyone would say: We hope he receives a 
successful transplant soon. [If pressed on what HHS is doing' 
for him: We wou~d say that we ha~e launched a nation-wide effort 
to increase organ donation 80 that we can reduce the shortage of 
organs. And we would say that we want the organ allocation 
system to work fairly for him and for all other patients. But we 
can certainly not comment directly on a particular case.] 

Is HHS meeting with Senator'Prist to discuss this regulation? 

A letter has been sent to every member of Congress who has 
written to us recently about this subject. The identical letter 
of response is going to all these members. It outlines our 
principles in developing the OPTNregulation. Over time, we have 
met with several interested. members. of Congress and their staffs. 
We are willing to meet with other members and· their staffs as 
requested to di.scu9s these principles enunciated in our ·letter, 
but the meetings are private and we will -not be announcing them: 

, Why didn't Secretary Shalala accept the flowers offered by the 
demonstrators? 

We made clear to. the demonstrators·that the Secretary would not 
be here today. They used ~er name in their media advisory 
nonetheless .. [The demonstrators' specific request to us was a 
meeting with Daniel and others, and we agreed to that.] 
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What about the administration's interest in a patients' Bill of 
Rights? Shouldn't the right to an organ be guaranteed for the 
sickest patients: 

The health care consumers bill of 'rights has never been intended 
a$ a guarantee of specific treatments. ,[It concerns the rights 
of patients in dealing with health care providers.] 
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THE SECRETARY OF HEAl.. TH AND HUMAN SE~VICE5 
wASI>iINClTOIli, P,C. 2Q201 

The Honorable 
. united states Senate 

washiru;r:ton,' D.C. 205.10 

Dear Senator: 

Thank you for your recent letter concerning the Department of 
Health and Human Services' CHHS) consideration of final 
,regulations for the, Organ p·rocurement and Transplantati'on 

Network (OPTN). Many members of Congress have written to me 

to communicate a variety of viewpoints., on this topic, and I 

'wish to respond as fully as possible. While I am constrained 
from discussing details of the regulation prior to 
publication, I think it is important to share 'with you the 
principletiwhich are guiding our development of these rule5. 
In particular, I want members of Congress to understand that I" 
am committed to vigorous efforts to inoreatie organ donation; 
to all patients having eq~1table access to organs t6 the . 
extent medioally t'easible; and to the leaaership of the OPTN 
in ,establishing medical criteria for organ allocation. 

As you know, organ transplantation provides life-saving and 
life-enhancinq'benef1ts to thousands of Americans every year.
American medicine has been a world leader in delivering thetie 
benefits,.and during the past two decades, patient and graft
8urv,ival'rates have improved markedly. In 1996, some 20,000 
transplants were performed -- ~bou~ 55 each day. This record 
is a tribute to tran~plant surgeons and other medical 
personnel,as'well as our organ procurement organizations, ,and 
indeed all those who work or volunteer in the field of organ 
transplantation . 

. At the same time, how'ever I we have not fully realized the 
goals of the National organ Transplant Act of 1984 (NOTA), nor 
af .the report. of the 'Task Force on organ Transplantation which 
was developed' in response to the Act. NOTA was passed to 
create a.na.tional, system in which ,an adequate supply of organs 
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would be available on an equitable basis to patients 
throughout the Nation. On both counts --the adequacy of 
organ supply as well as equity in distribution -- I believe we 
are falling short Qf the law's expectations. 

We continue to have a serious shortage of organs for 
transplantation, ana indeea 1n recent years, the shortage has 
grown worae. Some 55,000 persons a~e on the national organ . 
transplant waiting lists today, up from 16,000 in 1988. More 
important, about 4,000 Americans died in 1996 ... almost 11 
each day -- while awaiting an organ transplant. It is 
estimated that we are achieving only about a third of our 
total potential for cadaveric organ donation. Improvement in 
bringing about organ donation would substantially r~duce the 
number of, Americans who die while awaiting a transplant, and 
that must be our first goal in improving our organ procurement 
and transplantation system. . 

In addj.tion, we have not yet achiev~d many of the' important 
benefits of a ,national organ-sharing network that were 
envisioned by NOTA. In particular, we have not achieved 
equitable distribution to those with greatest medical need. 
The most visible short-coming is the wide span in average
waiting times for those on transplantation waiting lists. In 
some areas of our Nation, patients wait 5 times longer or more 
for an organ than in other areas. Less visible but more 
important are the resulting' inequities in who receives organs . 

. Where waiting times are shortest" organs may go to patients 
who are less ill; while at the same moment, in areas where 
patients wait longer, organs often are not offered to patients
with greater medical need. In the worst case, patients die in 
areas where waiting times are long, while at the same time 
organs are being made available to less ill patients in areas 
witb sho.rter waiting times. 

It 'seems clear to me that in passing NOTA/Congress did not 
intend for patients in some,areas of the Nation to be 
disadvantaged in this way_ NOTA envisioned a national network 
which would help bring about the most medically effeotive use 
of organs and the most equitable treatment of patients
possible within the bounds of availa))le.teohnology . 

. Unfort,unately, even as technology has improved, making it 
possible to preserve organa longer and hence offer them over a 
wider geographio area, the allocation scheme of the oPTN'has 
continued to give pre~erence tolooal use of organs even if 
such organs could ,be used to save the lives of sioker .patients
located nearby. . 
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For example, in 1996 over 60 percent of livers were used in 
the local area where they were procured, instead of being used 
outside the local area. Over 50 percent of these livers went 
to patients who were not sick enough to be hospitalized, while 
during the ~ame year almo~t 400 of the 953 patients who died 
awaiting transplant were hospitalized at the times of their 
deaths,. Thus, even though technology has increased our 
capability to share organs over a wider geographic area and 
thereby give more preference to patients with the greatest 
medical need, the OPTN allocation scheme has so far failed to 
take full advantage of that, opportunity. 

Today, almost 15 years sin~e the passage of NOTA, I believe 
the time has corne to reassess our performance across the board 
in the Qrea of organ procurement and transplantation, and to 
bring about the improvements that are so conspicuously needed. 
In doing so, my purpose is to fulfill the purpose of NOTA 
while respecting tne role ot the various players, especially 
the OPTN. In particular, r fully concur that the 
transplantation network must be operated by professionals in 
the transplan~ community, and that the policies (including
allocation policies) of the OPTN should be determined by 
transplant professionals, in an open environment that includes 
the public, particularly transplant patients and donor 

'families. 

At the same time, I also believe that the Department has an 
important and constructive role to play, particularly on 
behalf of patients. Human organs that are given for donation 
are a public reSOUrCe and a public trust. It is the 
responsibility of HHS to ensure that this resource is made 
available equitably, subject to sound medical practice. Also, 
as you know and as we made clear both in our Federal Register
Notice of 1989 and our Notice of Proposed Rulemaking in 1994, 
policies determined by the OPTN must be subject to approval by 
HHS before they can be considered binding on member transplant 
centers tor Medicare and Medicaid participation. 

Our first goal, as I stated above, must be to increase the 
donation of organs for transplantation. While this task is not 
within the realm of the OPTN regulation, it is nonetheless the 
most important and productive work that can be done now to 
save and improve more lives through transplantation. As I 
hope you are aware, Vice President Gore joined with a large 
number of national organizations last December to launch a 
National Organ and Tissue Donation Initiative. ,Among our 
partner organizations are the American Medical Association and 
ArnericanAcademy of Family Physicians, which will encourage 
physicians to make donation materials available in their 
offices and discuss donation with patients; the American Bar 
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Association, which will encourage members to discus~ donation 
wishes d~ring the preparation of will~ and estate planning;
the American Association of Health Plans, whioh'will help
provide educational materials; and the American Red Cross, 
which will use its'community network to expand public 
awareness. More than a dozen other national organizations ar'e 
also committecl:to help reach particular' audienoes . . 

As part of the'donation initia~iv~, HHS has also proposed new 
provisions!n the Medicar~ Conditions of participation for, 
Hospitalawhich would enhance the process by which hospitals . 
noti'fy an organ procure:ment organization (OPO) of those death,s 
that could potentially result iri'organ donation. The proposal 
was suggested ~y'approaches that have already been successful 
in several states. Based on these experiences~ HHS ~s~imates 
that the munber cfdcnC?rs naticnwide ·coulc:linorease 20 percent
within two years. This WOllld'substantially reduce the number 
of deaths which occur among p~tlents waiting for an organ
transplant.' . 

The Department's role is not limited to increasing organ 
donations. In keeping with. the policy announcedby'th~ 
Department in December 1989 and fUrther det'inecl in the 1994 
NPRM, the Department's, role rs alao .toset a ·framework for the 
operation of the OPTN and to provide federal oversight of the 
processes by whi.ch t.he aPTN alloc!ltea organa for . 
transplantation. In developing our policies, we have been 
quided bY.a number of principles. . 

While NOTA provided the broad. structure and goals for a 
national orqantranspl~'.mt network,. and whileday-to-day
operational reaponaibility ·was assigned to ~ private 
contractor under BBS, there has b~en too little attention 
given to defining the expectations that are inherent in the. 
law and applying those expectations to the work of the 
contractor." 'rhis is the role HHS should play. HHS should not 
seek in the fir~~ instance to define spe~ific pOliCies,
including organ al'location policies, of the OPTN. But HHS 
should indeed establish broad performance standards and make 

,'c,lear the desired outcomes which will best serve the Nation. 

In:preparing the regulation, weare developing performance and 

ou.tcome standards which would be applied to the policies

developed by the OPTN. This is. the same approach the' 

Department adopted in implementing the organ procurement . 

organizaticn px:ovisions. This approach has had'widespread 

support • 

. 'The goal of the performance standards would 'be' to make it 
possible for patients with the gr.eatest medical need for" .' 
~~ansplantation to be ~ore accurately identified by the . 
natic:mal network and to be.: put at the hea~ o·f the list for a 

http:orqantranspl~'.mt
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suitable organ. In partiou1ar, this means the development of 
standard pat.ient listing oriter1a and medical urgency
categories that would enable our transplant network to ' 
reliably assess the medical condition and need of all patients
awaiting transplantation. our approach would help assure ,that 
those who reoeive organs are those with greatest medical need 
and that organ allocat.ion polioies would restilt in more equal 
waiting times (adjusted for severity of illness) across the 
country. 

'Itis not the desire or int.ention of· the Department to 
interfere in the practice of medicine. Decisions about who 
should receive a partioular organ ina partioular situation 
involve a subtlety and an urgenoy which must be dealt with by 
transplant professionals. ~he proper HHB role is, instead, to 
assure that the policy framework within whiCh those decisions 
are made is one that serves the ends that the law intended. 
Thus, for example, it may be necessary for the OPTN to 
construct more· uniform medioal oriteriafor the appropriate 
listing of patients at transplant oenters, as well as more . 
uniform criteria for the definition of patient status. . . 

'Uniform oriteria among centers would' help assure equitable 
treatment for all patients, a claar goal of NOTA that HHS 
should help achieve. But the Department would look to the. . 
OPTN to develop thoseoriteria. Likewise, it may be necessa.ry
for the OPTN to develop allooation poliCies that would make 
waiting times more equal in the vario~s regions of the Nation. 
Again, this clearly serves the goals of NOTA. But our 
regulation would look once more to OPTN to develop the 
speCific, medically-sound polioies for achieving this goal. 
The OPTN ia fully capable of developing policies which would 
advance these goals. HHS does not seek to develop the 
polioies and would not do so un1ess·the OPTN failed to develop 
satisfactory policies of its own. 

Further, in order to inform patient choice and monitor the 
·quality of care at transplant centers, information about 

transplants and the performance or inclividual transplant 

centers needs to be available to patients and physicians in a 


. form that is current and comprehensible. Recently, lilis and 
the OPTN contractor have experienced disagreements over the 
release of transplant center data. HHS intends to make data 
disclosure requirements clearer. 

I believe it is time to move forward on these issues. As'you 
know, the policies pertaining to. the OPTN·have undergone an 
unusual period of development and an unusual degree of pl.lblic 
comment. When the NPRM was published in 1994, a oomment 
period of gO'days was provided, and the Department reoeived 
comments from l2l individuals and organizations. 

http:necessa.ry
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In December 1996, an additional three Qays of hearings were 

convened, and 110 persons testified. Additional written 

comments were also received and considered. I am fully I 


committed as we move forward to ensure additional ' 

opportunities for oomment and congressional dialogue. 


, I thank you again for your interest in this important subject. 
r believe we have ,made remarkable progress in the field of ' 
organ transplantation, and I believe we can keep building and 
clo even be~ter. We can increase organ donation, not only 
through public awareness but by bringingahout'better
performance by hospitals and OPOs. We can help the Organ 
Procurement and Transplantation Network operate more 
effectively by establishing clearer expectations through 
performance standards that serve the goals embodied in NOTA. 
And, with the leadership and expertise at the transplant
community, we oan assure Americans that organ allocation 
policies are equitable, and that those who need organ 
transplants will be treated according to medical need, no 
matter where in the country they may be hospitalized, or at 
what center they may be ,listecl. I believe we owe them no 
less. 

Sincerely, 

Donna E. Shalala 



MEMORANDUM 

April 8, 1997 

TO: 	 John 

FR: 	 Sarah 

The attached note provides a brief description on how major religious organizations can become 
involved in organ donation. In addition, you should be aware that: 

'. 	 Some of the educational activities will involve dispelling some of the myths and 
misunderstandings about organ donation in the context religion. Apparently, organ 
donation is morally and ethically accepted by the Vatican (see attached quote). 

• 	 There is a possibility that there would be some Federal funds available for these 
activities. (The Union of American Hebrew Congregations received $6,000 from HRSA.) 

• 	 There is an Annual Donor Sabbath in November, which is a time for heightening 
awareness, doing activities with various congregations. (I am trying to find out more). 

• 	 This partnership would be announced at the Vice President's event with organ donors 
next Sunday. We could most likely get an invitation for a representatives to attend this 
announcement. 

Is this enough information to make a call to CHA? I am trying to get HRSA to produce more 
formal paper. Please advise. -- Sarah 65585. 
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ORGAN DONATION 

Partnerships with Major Religious Organizations 


Each year, thousands ofAmericans die while waiting for the. organ or tissue transplants 
needed to save their lives. Today the waiting list exceeds 50,000 and in 1995, 
approximately ,3,500 people died while waiting for an organ. Religious organizations can 
playa critical role in encouraging their members to make the decision to be an organ 
donor and to s~e that decision with their families. While individual congregations have 
pron'loted organ donation, the support of national religious organizations is essential to 
reaching all Americans with this critical message. The Union of American Hebrew 
Congregations and the Congress ofNational Black Churches are partners with the U.S. 
Department ofHealth and Human Services in this important effort and can serve as a· 
model for the participation of other religious organizations. 

To support organ donation, national religious organizations can: 

Educate their respective clergy and congregations through tailored newsletters, brochures, 
seminars. guest speakers. and sermons. 

COWlter myths that inhibit organ donation. 

Participate in the National Organ Donor Sabbath (November). 

Be a model for other religious organizations. 


