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CONGRESSIONAL OPPONENTS OF FAIRER ORGAN TRANSPLANT SYSTEM
- THREATEN BIPARTISAN AGREEMENT ON HHSRULE

. Background: Congressional opponents of the HHS rule to cncouragc a fairer organ transplant
system are attempting to overturn a bipartisan agreement reached last week between the
Administration and congressional negotiators designated by the Republican lcadership. The
vetoed Labor-HHS bill contained an unacceptable 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 agreement
reached last week greatly shortened and siumplified the process by permitting the ruie to go
forward immediately after a six week consultation process with the transplant community.

" Congressional opponents of the rule, led by Senate Republican leaders, are now reneging on
that agreemcnt‘and adding the original vetoed language to the Work Incentives Act.

First proposed in 1994, the HHS organ transplant rule sets out broad guldelmes for the Organ
‘Procurement and Transplantation Network (OPTN) to establish a fairer and more uniform
organ allocation systern, Between 1994 and 1998, there were three public comunent periods
on the rule, three full days of public hearings conducted by HHS, four congressional ,
hcarings, and extensive direct consultation between HHS aud the transplam community. In
April 1998, HHS ‘published a final rule.

- 1In October 1998, Congress enacted a one-year moratorium on implementation of the final rule
and asked the Institute of Medicine to conduct a study of related issues, The IOM report
broadly validatés 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
transplannng organs.into the most medically urgent patients. HHS published an amended
final rule in October 1999 that is fully consistent with the IOM report and includes other
changes recommended during hundreds of hours of additional discussions over the last year
between HHS ofﬁuals and representatives of the transplant community.

Adxmmstranon rcpresentahves worked in good fa:th wuh 1eadcrshup dcmgnatcd congremonal
negotiators last week to reach agreement on the six week delayed effective date for the HHS
rule. House Appropriations Committee Chairman Young, Labor-HHS Subcommittee
Chairmau Porter and other key members were directly involved in what was understood 1o 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 of other
negotiated agreements. These efforts also are inconsistent with commitments made last year
that the One-ycar moratorium imposed at the time would be the final congressxonal dc:lay

The bipartisan agreemem reached last week mcludes rcpon language exprcssmg the inteat of
Congress to impose no further delay in the rulc beyond the six week consultation penod
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However, opponents of the rule in the transplant community and the Congress consider
congressional moratoria to be their “ace-in-the-hole™ and intend to continue pursuing a series
of delays until authorizing legislation or outside litigation can achieve their long-term 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 Representative 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 1 xmposmg the 90 day delay’ creates a duplicative public comment and
republication process designed to bury the rule in red tape and expose it to further iitigation.
The rule has already been published three times with three separate public comment periods.
This provision establishes a presumption that further changes will be made in response to yet
another comment penod and exposes HHS to litigation if changes are not made because the
Depamnent determines that earlier revisions have addresscd the concems.

B_qumgnzmm__’l‘he HHS rulc provnies the OP’I‘\J w1th three months aﬂer 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 will develop a fairer and more uniform allocation system. In considering
legislation to reauthorize NOTA, it 1s critical that Congress be informed by this process.

However, under the new 90 day moratorium, it would be a minimum of six months — Jate May
2000 at the earliest - before the OPTN is 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 process further. This wouid
delay the network’s production of a liver policy beyond congressional NOTA hearings, and
perhaps beyond the passage of a NOTA reauthorization bill as well. Conversely, under the
bipartisan agreement reached last week, the network would be rcqulred to produce a liver
policy no later than Aprﬂ 1, 2000.

Given that almost 5,000 pahcnts dxe each year whxlc awaxtmg an organ transplam u 1s
inappropriate for the Congress to continue to block responsible federal guidelines that can
help to establish a fairer organ allocation system. The IOM, chargcd by Congress with

* reviewing the HHS rule, strongly supported the core concepts of broader sharing to better
serve the most medically-urgent patients, and strong fedetal oversight to ensure
accountability in the system. Congress should let the process move forward and then exercise
appropriate oversight and timely reauthorization of the NOTA statute.
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THE WHITE HOUSE

Office of the Vice President

For Immédiate 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 of new 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 of new 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 sreps we are ’takingtoday will not only enable many more people to understand the need for
organ donation,” said Vice President 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 — ar€ 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 of the 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 of 25 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 up
to 30 days of paid leave in addition to sick or annual leave.
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Launch a $13 million grant progran‘i 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, granteés 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 of donated air time for the advertisements. They include a toll-free
number (1800 355 SHARE) that provides families with information on the importance of organ

~ donation and helps them discuss this difficult subject with their loved ones.

Announce 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 for 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 hospltal
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 commltment to 1ncreasmg 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 hospitals to no‘ufy 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 pub]lc about the 1mportance 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 of Personnel Management,
HHS has provided donation materials to over 100 Federal agencies for employées,
including donation messages on pay stubs and full-page donation ads in the federal health
plan catalog for the past two years. »



Roundtable Dlscussmn on Organ Donatlon
Old Executive Office Building, Room 450 ‘
Washington, DC .

Friday, September 24,1999 -- 11: 15am 12:00pm v ¢
Brleﬁng 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 Pfesident; :

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 dxscussmn w1th four organ donors and remplents 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 natlonmde 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
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 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 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.

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 importance 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



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.

e During 1998, HHS issued a new reguilation requiring 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.

e The Federal government is educating its employees about donation, in order to-serve as a
model for other employers. With assistance from the Office of Personnel 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 O) is generally considered the greatest all-around player in basketball
history and international ambassador for the game 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 Assomatmn and today is |
President of the Retxred NBA Players Association. .

Since his retlrement, Mr. Robertson has been actl‘ve as a broadcaster, author, clinician and
entrepreneur. One of the nation’s leading small business owners, he is founder and President of
Cincinnati-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



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 partlmpated 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
and the impact it would have on their two children, Anne-Hamilton (aged 11) and David (aged
7), he doesn’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 at home. 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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MEMORANDUM TO THE HONORABLE ERSKINE BOWLES |

As you know, the Pepartment of Health and Human Services issued a final regulation on

“April 2 to bring about improvemcnts in the Nation’s organ transplantation system. In particular,

this regulatlor% is aimed at ensuring that allocation of scarce organs would be based on common
medical criteria, medxcal 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

list.

~ 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 Labor/HHS bill, to delay the rule by another year. Senator
Specter, the chairman of our Senate appropriations subcommittee, plans to fight with us against
the House rider. THis could be one of the most contentious policy rider issues during

negonatxons on the omnibus appropriations bill.

I want to urge that the Administration very strongly defend our current posxtxon in this
matter. The reason for doing this is in large part, of course, because of its positive impact on
patients. The regulation fundamentally shxfts the focus of organ allocation policy from transplant
center benefit to patient benefit. .

‘In addmon however, I beheve the most fundamental question of Executive Branch
rcsponmbxhty 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 for more 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 HHS 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 federal oversight, the expenditure of these substantial

" funds is essentially steercd by those recewmg the funds and patient interests are far under—

represcntcd

Thcsc 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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‘Page 2 - The Honorable F,rskihe Bowles .

~ 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 arc 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 of transplant 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 final approtval authority for policies that are
appropriatel;; devised by the transplant community.

Let me 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 community. 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
~ fiew system of organ allocation goes into effect until these proposals developed by the network
are published for public comment, considered by the network and accepted by HHS. We are
. making the same point in litigation filed in Louisiana. Although a District Court judge has
temporarily stayed the effective date of the regulanon the Justice Departmem 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.) HHS 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 dnrect its spending.

For thesc 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 Government to approve policies that determmc substantlal expenditure
of tax dollars. ‘
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DRAI“T APPROPRIATIONS AMENDMENT OI\ 0: P T N RUI F

. -'No surils fay { be cwended e} 1mplement of enforce the ﬁnal rule setnng governance pohcy for o
‘the Organ | Procurerment arid Transplantation Network pubhshed April 2, 1998 by the Health

: ,Resourceq &nd Services Admmst.ranon of the Department of Health and Hiiman Services unless »

. -and unil tie Secretary ccmﬁe: in writing to the appropnauons comm1ttees of bath’ Houses of '

' :_Congress that the followmg condltxons have: been met SR : o

The reouianon w:ll not rcqmre that organs be allocatcd from a pnont}f ranked naimnal

it
The reoulauon mll reqmrc that pat:ent necd and medxcal urgency be gnen appropnate ‘
ptiotity i the cstablishment of. allogation: pehc:les however organs will hot Be allocated
on & sickest patient first Basis without regard to other factors such as sound mechcal

Juda{muu dud wnsmtr:nm vath efﬁmcnt organ unhuauon

The re'q‘ul'ation will allow ma’z dxfferent allocamon pohmes mav be estabhshed for
d;ffercm 1y pes of orgam S : ,

HHS will €\dludlt: lhc uup st of any proposed pohmcs on 3mo.U reg.tonal and la:ge o
tramplant centeré “ : : . : :

é P .o B Lo . o ’ e

The Secratary W111 rely on the transplant cotnmumty 0 develop any new polmes in
wnaultatlon with patlentb and medlcal profescxonals

I\o panent currcnth ona wamng lxst for a transplant will have thelr status dzsadvantaged
- asa ru:ult of ¢ afy new pohmes estabhshed pursuant to the fule ' -
/ |
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| 'Tal‘kir{g’ Poin?.t's for Ap‘p'ro*pfia*rioﬁys' Amendment on ﬁéfr’t’iﬁ’ca‘ﬁdﬁ

)i'ms amendmcnt would address the hajor concerns of Chamnan megston and those i the
transplant community. It would require the secretary ot HHS to céttity to the Appropnanons
Cortrirhittees in bath Houses of Congress that the regulanon doés not mandate a national or
centralized waitinig list for patienits. The amendment also requires the Secretary to camfy that
only sound medical judgment will be used in transplant decisions; that there can be differenit
allo¢ation policies for. different organs; that HHS will evaluate the impact of any proposed
policies on small, rcg,xonal or large transplant centers; and that no duirént’ patients be
disadvantaged by new pelicies. Importantly, the amendment requires certification that the
transplant community, ot the Secrétary, develop any new policies required by the rule.
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- The Honorable Donna E. Shalala
‘Seuretary of Health aiid Humaa Services
Department of Health and Humian Services
200 Independence Avenue, SW.
~ Washington, D.C. 20201

Dear Swet:iw %ha]a.la

[ am wiitifig to r&quest your imimediati rwponse to a mutter of setidus coricern to me

bevause it could affect e ability of your Departtienit to pay the costs of orgin transplantation for
Medicare or Medicaid patierits. As you kaiow, tha‘ewﬂl be ananempt m Congress to use the
appropriations process as a vehicle to block implemen “"'on of the Departmient”s April 2 rile
imended to reduce inequiities in the Orgdn Procurenx fit Transplamztion Network (OFTN) and

~ ensure the accoumebility of the govermiment’s comntractor, the United Network for Orgdn Sh-a.nng

In addition, the State of Louisiana has sued the Departiient in 2 separate atteftipt to biock the rule
and erforee a State law lirnitirig the shafing oforgans cutsxdc the State. :

T Tthcpmem dxs—mosonoftheApxﬂZOmngukuonmdthat“mordertobea
rule or requirement of the OPTN and thetefore ma.udmry ot binding on OPOs [organ :
prokcurement organizations] and hospitals participating i Medicare or Medicaid, the Secretary

_must have given tormal approval to the fule or requiréthent. Violatots of secdon 1138 could
result m withholding of rcmburscmem under Medicsre or Medicaid.” 1 want to Kkhow as'soon as |
possible whether there are any ¢ircumstances that could arise if the language féund in section 213

~ of HR. 4274 is enacted that would restlt in Medicare or Medicaid funds not being available 16
reimbuirse transplarit operdtions for persoiis who are participants. in those prograrts. Madicare
and Medicaid are the pronary payeérs of t:ansplmz surgeiies and ] watn 1o know whether blocking
the Apnl 2 rule could be a death scmence for rousatids cfmems m nccd ofauansplam -

L reque-st that fhe Depa.mnem sromptly evaliate is mpcmbmuws undér. section 1 138 _
should Congress or the Federal Cousts remove your am.bomy 10 issue enforceable gmdehm for
the OPTN. I know you share-my concern about any action, legislative or Judxcml thar would
adversely affect those who may depend on Mediare or Medicaid for theu' very sum»“a.l
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Please respond in writing to the followinig questions as soon as possible:

i

- If section i138 1s violated, is'the wrthhol&mg of Medicare and Med;ca.\d ﬁmds
' dxscrcuonazy of mandatory? L : ‘ =

Ifenacwd would Ianguage sUch as that t‘ound in secnon 213 ofH R 4274 ¢ the
fider”™) ¢ither require or authorize the Depaftimerit to mthhold Metﬁcare of
Medicaid fiids from asiy hospital?

If fiot, are there any othier scenarios thit could arise duridg the time the ridér is in

" effecs thit would require or authiorize thé withhiolding of siich fiinds? Exriplesof

such scenarios mclude, but are fiot hrmted to enactrhent of state laws on organ
shasing similar to Louisiana’s as well as chariges by the OPTN i its. rules and
fequi Gients apphx.ab!e v OPOs a.nd hwy;uls

A wunmwummnahasmpomrdyenjcmedthe Apnlzregu]anonﬁnmtahng . A
~ ¢éffect. What impact could tknsoranyothahuganonhzveonsecnonll:s andthe A

wuhhoidmg of Medicare or Medicaid funds?

Does the Dcpamnem have authority to give formal appmval to a rule or
requirerient of the OPTN if the ridet i in effect or if the Depannient is enjoined
from enforcing the April 2 regulation? Could the Dcpartinenit othérwase
prommlgate and enforce allocation reguilations othier than the April 2 regulition in
order avo:d a violation of séction | 1387

. Thank yoii for your ﬁ‘m‘ﬁp‘t a‘ttﬁttio"n to lhis‘,nﬁﬁérl.- ‘

RANKING MER

cc: The Honorable Tom Bliley
The Honorable Michael Biliraks
The Honorable Shierrod Brown

P.os
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April 20, 1998

The Honorable Wﬂham J, Clinton
~ President :

The White House

Washington, DC

Dear Mr. President;

As the Chief of Surgery at the Ochsner Medical Institutions, | have worked over twelve
years with hundreds of people to develop a regional center for liver transplantation in
the Guif South. Qur program, begun in 1885, represents the tireless efforts of
surgeons, physicians, nurses, administrators, clinical coordinators, patients, patients’
famities, philanthropists, and other supportive citizens. Literally millions of dollars have
been invested in the future of the prograrm 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 hape of survival is a liver transpiant

This program, with au the time, effort and money it represents, is now threatened with
extinction by the proposed changes in organ allocation promulgated by the Secretary of
Health snd Human Services. 1 can't help but believe that if you knew the facts, as | do,
that you would lend your support to the continued development of our program and
those like ours, and prevent the propased changes in organ allocation.

Mr. President, it is simply a reality of today that all patients in our country with a life-
threatening illness as common as liver failure cannot be treated with compassion and
precision in only a half dozen medical centers. The regulstions about to be
proamulgated 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

Cen OR (S03) S42.4000 FAX (B304 DAZ-3 100
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clase and our patients will be forced to travsl to a distant transplant center to be plécedv
on a waiting list. There are several major fallacies and deficiencies in this plan:

KR

QOrgans 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 evaluate and harvest the organs. As organ donor critefia
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 and experienced, and invaived with the success of the
transplant This cannot be done efficiently over large distances. Undear the
reallocation plan promoted by Mrs. Shalala, regional centers will no langer be able
to retain transplant specialists because of declining organ availability. Critical |

. technical skills and special training will be lost for both transplanting and harvasting

of organs at the reglanal level creating a dlsconnectmn between available organs
and waiting rec:p:ents ‘

Organ donations are dependent on the communities we gerve. The families who
make these decisions are influsnced by the belief that a neighbor may benefit from
the donation. Removing the paotential for an organ to be used near home wiil -

‘negatively impact organ donations and greatly depersonalize the decision. The

result will be fewer avallable organs

Reglcnal centers will loose their abihty, under the SecretarYs propasal, to prov;de a.
seamless array of services for all patients. The decision to refer for liver
transplantation will be much more difficult and complex for doctors, patients, and
insurers, leading to a delay in referrals and higher cost of care for sicker patients.

“This will force g return to an outdated pattern of practlce that will set back medical

progress.

The issue raised by the larger centers regarding their patients’ waiting 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 prometed 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 efficlency and outcomes. Market forces and regional needs have led

to decantralization of transplant services, and, in my opinion, this.trend should
continue. It is important to remember that to move an organ across country is mare -
expensive, time consuming, and there is no net gain in lives saved. If there is any
weffect, it will be to reduca lives saved by producing poorer outcomes. Therefors, the
solution for long waits in a few transplant centers is to aliow naturai forces to more

- evenly distribute waiting patients among reglona! centers producmg a claser

proximity of donor. organ to reciplent.
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5. Having to move potential recipients from regional centers to a few national centers
will cause a redistribution of argans benefiting the more affluent and wall-educated,
and disenfranchising low income and poorer educated pecple. Why? It takes

' considerable resources and support to relocate in ancther clty and state, await -
transplantation for weeks or months, and then return home for on-going treatmsnt.
Anyone who has had to travel and remain away from home while sick can
understand the difficulty. Furthermore, a person with liver failure requires the
support of family and friends that may not be available, and even if available would
cause unnecessary hardship on the patient's family. After regional centers have
last their transplant capability and expertise as a result of this new policy, patients
with major complications will need to be transported back to tha distant center at
more expense, with further dxsrupﬂon of family, and with possibie compromise of *

- livelihood. The more likely scenario is that patients will have to be treated locally
and necessary specialized eare will not be readily available, thareby endangering
the transplant and margmauzmg its benefit,

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

Therefore, | implore you to instruct Secretary Shalala to reopen the debate on the
subject of organ allocation in liver transplant. A fresh look, with consideration for the
concerns | 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) ta HHS will politicize the organ allocation
process that should remaln consensus-based among healthcare professionals. | stand
ready to assist you in any way possible to clarlfy these issues and to bring balance to

the debate,

Sincerely yours

%?M by

John C. Bowen, M.D. °
Chairman, Department of Surgery

JB/dgs
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Talkmg Pomts on Organ Transplant Rule Compromlse

L I)elay nmplementatmn of regulatlon for six months

i

~II.°  Data reporting requirements of the x:'egulatinn implemented immediately.

' III. No independent study required.

lemgston gets six month delay whlle Loulslana ] ]udxcxal challenge to Secretary ‘s

- authority to go fomard

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
vear (all other organs) after moratorium ends. By the time the moratorium
ends, policy is developed, and public comment is received, one vear from
October 1998 will pass. :

Secretary pledges to contmue working w1th Livi ingston to allay his concerns during
the moratonum

P
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STATEMENT BY THE DEPARTMENT OF HEALTH AND HUMAN SERVICES

Organ donation truly constitutes the gift of life. For the
recipient, a donated organ means a chance to overcome disease
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 solace 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 beneflts of this
'llfesav1ng technology. : :

Our organ transpléntation Systém'is fundamentally sound. It
providés 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 maklng 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 be potentlal organ donors. 1In
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 IoM will make any needed recommendatlcns to HHS.

‘Most impoftant, however, we need toAcontinue encouraging
Americans to take time to‘considef organ donation and to agree to .
be potential organ donors. It would be tragic if our organ
donation efforts were néedlessly lmpeded by fears not grounded in
fact. '
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Q and A - an-EéartbeaﬁingﬁProtocol and Regitine
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Do Americans need to be concerned that organs mlght be taken

before a patzent dies?

No. Doctors khow how to determine deéth and organs are not taken
until death has been determined. We have no reason to believe.

that organs have been taken improperly from patients who have not
died. To the contrary, we have a system in place that is

designed to protect patlents, and we have every reason to belleve
it is wcrklng

What is your comment on media storles that suggest pat:ents may
be in danger of recezvlng less than thorough care if they. nght
be candidates for organ donation? '

: !
People need faéts, not fear. It would be tragic if organ
donation efforts were impeded by media stories based on
unexamined reports. Our medical profe551on and our organ
transplantation system are designed to protect patlents,r
Americans can feel confident that they will get the care they

1

(For potential uSe AFTER broadcast of Y60 -MINUTES”)

What is HHS’ reactlon to the “60 MINUTES” report tbat the use of
Regitine might hasten death in patlents who are potentzal organ
donors? : '

Vasodilator drugs are used successfully and without harm to
patients in many situations. Howevgr,yit is prudent to review
the use of these drugs specifically to preserve organs in -
patients Qho have not yet died. In order to clarify this issue,
HHS has asked the Institute of Medicine, part of National Academy
of Science, to conduct a review. THe IoM wzll ‘make any needed
recommendations to HHS. ' : ‘

(The review should 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
situation shows that there is canfllctlng or incomplete :
understandlng of the issue. The medical facts need to be
examined in a careful way. Once these facts are establlshed, any

legal and ethical implications Wlll be clearer

| .

Should Cleveland (or other centers) de51st from using Regltlne in
this wav while the review is underway?

We anticipate that IoM will be Able to provide sound guidance
when the review is complete. Until then, we do not have any
basis to make a specific recommendation.
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. HHS:RULE AIMS AT FAIRER ORGAN TRANSPLANT SYSTEM
alls &R Prxvata Transplant Network to Davelop Medical Criteria

EHHS Secretary Donna E. Shalala tOday ahnounced a new

va lmprove the nation’s organ transplantation system,
ovmdlng for a more equitable system of organ allocatlon and
better access to transplant center data.

The‘new rule calls on the Organ Procurement and

T nspiantatlon Network, the private sector system created by the

atlonal Ofgan Transplant Act of 1984, to develop revised organ

;Jallocatlon policies that will reduce the current wide gecgraphic
"”lsparltles in the amount of time patients wait for an organ.

) & rlile also calls on the OPTN teo develop uniform criteria for

deterfiining a patient’s medical status and eligibility for

é“ement on a waiting list. The criteria are aimed at assuring

pat:ents with greatest medical need will receive scarce

k's,,no matter where they live or in what transplant center

L EReY. E?éfawaiting treatment.

V"“Transpiant technology now enables us to do a better job in
maklng otgans available first to those with the greatest medical
;eéd “ Secretary Shalala said. “Patients should not have to
fgtmble that an organ will become available in their local area,
nor‘should they have to travel to transplant centers far from

e?judgment of their physxcmans, That s what the law intended,
d that’s what this regulation is about.”

' In addition to today’s action, the Clinton Administration
-ff§f“§ear launched a new National Organ and Tissue Donation
,_nltlatlve with public and privatg sector partners, aimed at

A crea31ng organ donation by 20 percent within two years.



3:39. . OASPA NEWS DIV | *TEL:202 690 6247

‘Eléb‘dc much better in encouraging Americans to agree:
organ'and tlssue donors. Our national initiative is a

Uﬁder:thé regulation announced today, the OPTN would be
requ1red7tb modify existing organ allocation policies. Under the
rTent pollcies, matching organs are usually made available to
11 ‘ted patients in a local organ procurement area before they
?e.m dé'avallable to other patients outside the local area.

T TRiS means. less ill patients in the local area may receive a
.transplant while patients with more urgent medical need in
”athher,areaAcontlnue to wait.

>:“Whlle ¢urréent OPTN policy does recegnize the need to make
ga s?avallable first to those with greatest medical need, it

i ¢onfines the availability of the organ within arbitrary
raphlc ‘areas, ” Secretary Shalala said. “With today s
v;echnology, we make organs avallable over a wider area and reach
‘hose with most urgent need.’

nder today’s regulation, three new Sets of criteria for
orqan‘allocatlon would be developed by the OPTN, whose members
,1nclude tranaplant centers and other transplant organizations,
‘velopment of the criteria would include public input and

At and final HHS approval. “We want medically sound
f;térla,vdeveloped by transplant surgeons and others who know
‘fiost about transplantation,” Shalala said.

k;”THé‘three sets of criteria to be developed by the OPTN are:

éria aimed at allocating organs first to those in the

~hi Héest medical urgency status, with reduced reliance on
jéeographlcal factors. This should reduce disparities in
éltlng‘tlmes for patients at different transplant centers in
different areas of the country. Today, there is a wide
~.variation in waiting times, with patients in some areas
ywaltlng five times longer or more for an organ than in other
‘as.; The new criteria would provide for wider sharing to
Te organs were made available to patients with greatest
medlcal need.

P. 005
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\ gto be followed in deciding when to place patients on
‘the waltlng list for an organ. Today, each transplant center
;abllsnes its own criteria, with the -result that patients
L 'ted it one center may not be as ill as patients not yet
s‘ed ‘at’ another center with more stringent medical listing
'crlterla., Under the regulatlon, the OPTN would develop

H _ ‘,of OPTN policies before they become mandatory for OPTN
MeRBEts; and approval authority over the fees c¢harged for
Tégistration on the OPTN waiting list (currently $357, usually
:pald by an insurer, most often Medicare or Medlcald )

- THe OPTN includes 281 U.S, transplant centers and 63 organ
.urement organizations, as well as other publlc, medical and
\profe551onal organizations

The flnal rule i.s available on the World Wide Web at

Sos
v
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h rétrieved organ on a basis equal to that of a patienit who lives in the arca where the organs
or ‘afe retrieved. Organs and tissues ought to be distributed on the basis of objective
pnorlry ctiteria, arid not on the basis of accidents of geography.”

unswker, quoted from public testimony in the Report of the Task Force on
Ean. 'I'rans olaritation, April 1986 (Dr. Hunsicker is czerrenrly president of the United

Lrg
Ge raphlcal prlermcs in the allocation of 0rgans should be prohlblted except when
trzmsportanon of organs would threaien their su:tablhty for transplanmuon

not polmcs. Insxst on sound data -- subjected to an mdependent review -- on the effects of
sed’modiﬁcatmns of the sys{em Thc conflicts among inedical centers are about money and

V "Second build on the incremental changes that have been made. It is reasonable to apply
strict arid standardized rules for placmg patients on the waiting list and to set priorities on the
basis 6f objective, verifiable criteria for the urgency of transplantation and the likelihood of a
ncﬁt Standards for the outcomes of transplantaﬂon and greater regional distribution of organs

~ "T lurd make it clear that the allocanon of a scarce resource on the basis of explicit

‘can wotk only on a level playing field. For example gaming the system by placing
patlents on tlie waiting list early so that they can accumulate more points or representing them as
sicker than they really are may help some patients, but such practices undermine overall
confidence in the system of allocation. Although billions of dollars are spent on organ
1ranaplantanons in the United States each year, the allocation system is built on trust among

ph sicians, hospitals, procurement organizations, patients, and families of donors ... The system's

$s hinges on its public and professnonal credibility and on the perceptions that it plays no
' "favontes and rewards altruism. - ,

"Fourth, promote voluntary organ donanon .. Increasing the rate of donation requires
road Based public education, identifying larger numbers of potentially eligible donors, leaming

the experience of successful procurement organizations, and addressing the reasons that
some families are reluctant 1o donate.” - .

- N ‘elg,Ehglnn‘g.Jo;;rngl of Medicipe, editorial, Feb. 6, 1997 |

n “§fhié United States in need of a transplant should be considered as a potentxal recipient

P. 005
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IMPROVING FATRNESS AND EFFECTIVENESS
IN ALLOCATING ORGANS FOR TRANSPLANTATION

éveiopment of transplant procedures and growrh in the organ rransplanr system have brought
’ew thallanger

o The demand far organs for fransplanrazzan far exceeds the supply. Some 4,000 people--
10 people every day--die in the U.S. while waiting for a donated kidney, liver, heart, lung
“or other orgcm

Vi In "March 1998, approxzmateb/ 54,500 people were on :‘he national transplant waiting
list, and the list grows by about 500 each month.

3 .*Déspi{e' technological advances in preserving organs, the system for allocating scarce

. organs (especially livers) remains weighted to local organ allocation, instead of broader

.- .‘regional or national allocation according to medical need. A patient who is less ill in
.- oné géographic area with a short waiting list may get a matching organ before a patient

" whose condition is more medically urgent in another area with a longer waiting time.

Medzcal criteria for listing patients and assessing their status vary from one transplant
i:'enter to another, making it difficult to objectively compare the medical need of patients
" avaiting organ transplantation in different centers and different areas of the country.

E :“‘:If’ﬁg'fe 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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11 he pubhc s interest. The Act created the Organ Procurement and Transplantanon
roﬁt pr1vatc sector network to be operaled by a contractor to HHS Ongmally,

greatcst benefit of transplant pauems. The regulatmn builds on medical technology
; entS' 1t looks to the medlcal commmnty for leadersmp in pohcy development with

mmpants in organ procuremenl and transplantanon will operate. The ru]c, which
g effectwe 90 days after pubhcahon sets reqmrements for the structure of and

“nt1ﬁcatmn of organ recxpxcnts, equxtable organ procurement and allocanon, deﬂgnatmn of-
“ 'splant programs review and evaluation of OPTN activities; and record mamtenance and
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3 hﬁﬁ’éﬁam pnnc1ples underlying the final regulation include:

.‘ The Departmcnt s responsibility is to assure that the goals of the Natmnal Organ Transplant
““Alt areé Being realized for patients. The Department’s role is to provide broad oversight and
: ance goals to ensure an equitable allocation systemn that operates in the best interest of

e doés not dictate medical practice, but provides a broad frameworlk for the OPTN's
opemnon and activitics. Within that framework and the goals of the law, the OPTN has the
dom and flexibility to determine the most effective ways to put the policies into practice
mnau pw1dc hidmdual physicians will continue to make decmlous regarding individual

A far as medlcally ﬁ.as1ble there should be a “level playing field” in organ allocation.

: OIgans‘ ghionld be allocated based on panents medical need and sound medical judgment,
“‘with less emphasis on keeping organs in the local area where they are procured. Patients

. should hiave an equal chance to receive an organ based on their medical need, not the accident
“of geography Efforts should be made to equalize waiting nmes among different regions of
the country.

Stf{ifﬁérdi‘z*ed medical criteria should be used to determine the status of a person's illness and
" when the person can be placed on a waiting list. The same medically objective criteria should
- be used by all transplant centers, Uniform criteria can help reduce regional variations and
will Hélp build trust among centers, physicians and patients,

“ Patiefits, tlieir physicians and the public should have timely, accurate and user-friendly
-: c.enler~spec1ﬁc data on the performance of Iransplant plograms to measure quality and make
tran5plan1 decisions.

8 Transplant dec1s1ons should always be based on sotind medical judgment to avoxd wastmg
organs arid ensure an efficient and effectwe system

‘ HI—IS pohczes must be guided by the interests of patients and the purposes of the law, not the
 soinétimes conﬂwtmg interests of different transplant centers
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- ‘allocahon policies, with the adwce of patients, families and the public. Proposed policies may
- Bé réviewed by the Secretary, and if determined appropriate, published in the Federal Register
“for pubhc corhiment. Entities objecting to OPTN or Secretarial policies may submit appeals to
“the Secretazy in writing. In addition to policies for the equitable allocation of organs, the
OPTN's ‘policy making role includes: pol1c1es on the training and experience of transplant
- §iirgeodtis and physicians; policies for nommatmg OPTN Board members; and other policies as
'Z'du'ectcd by the Secretary. .

Allo auon ‘of Orga ns--The OPTN Board of Directors is responsible for developing organ-
peslﬁc pohues (including combinations of organs, such as for heart-lung transplants) for

: éqmtable organ allocstion among potential recipients. The rulc sets thrée broad performance
goals fcr drgan allocation: :

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

-standardized criteria for determinihg medical status, also based on objective
.. .and measurable medical criterin, sufficient to differentiate patients from least to
.- inost medically urgent

- so'rgail‘ allocation policies that give priority to those whose needs are most
‘urgent, with the result thai differences in waiting times for panems of like
medical status will be reduced;

Allhqf thcse goals, of course, are subject to considerations of pracncaluy and sound medical
udgment to avoid futile transplants and wasted organs, and to promote the efficient
anagement of organ placement

Thc rule reqmres the OPTN board to focus first on appropriate revisions to its current liver-
ation’ ‘policy and propose a new liver allocation policy to the Secretary within 60 days of the
auon s effective date. Other organ-specific policies must be provided to the Secretary
wmun one year of the regulatlon s effective date.

P 009
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n--The rule modifies the composition of the OPTN Board of Directors. At
'rleaat §ix pubhc members must come from ficlds such as behavioral science, computer science,

eConomlcs, ethics, lieath care financing, law, policy analysis, sociology, statistics or theology.

nothier elght rembers--at least 25 percent of the board--must represent transplant candidates,

ansplant fecxplents organ donors and family members. No more than 50 percent of the

: ‘re to be transplant surgeons or transplant physicians.

“ Public A¢cess to Data--The 1u1e pays special attention to public access to data. When the

. “Secretary determines that information will serve the public's interest, the Secretary inay

" rélease it. The rule requires that outcoine data be updated every six months and be available
1o inore'than six months later than the period to which they apply. The data shall include the
‘charactetistics of individual transplant programs as well as rates of non-acceptance of organs
-and waiting times, and other data useful to patients, their families and physicians in making
transplant decisions.

"Réview and Evaluation—-The Secretary or her/his designee may review and evaluate member
OPOs and transplant hospitals where there is evidence of non-compliance with the OPTN rule
‘or acnons that rlsk patients’ health or comprom)se pubhc safety Sanctlons mey mclude

:pqmmpauon in Medicare or Medicaid, or terrmnauon of an OPO's Medicare and Medicaid
"telmbursement

ECTIVE DATE--These regulations are effective 90 days after publication in the Federal
Repister. Corninents on this rule are invited. To assure consideration, comments must be
Q"'re“c-‘éiVed within 60 days after date of publication in the Federal Register.

DDRESSES Written comments should be addressed to Jon L. Nelson, Associate Director,
-Office of Special Programs, Health Resources and Services Administration, Parklawn Building,
12420 Parklawn Drive, Rockville, MD 20857. All comments received and referenced

-t cl\ground materials will be available for public inspection and copying at the above address,
'-,wee‘}\days (Federal holiday excepted) between 9 a.m. and 4 p.m.

copy of this rule and selected background materials will be posted on the
“alth Resources and Services Administration's Division of Transplantation Web site at
'ttp //www hrsa.dhhs, gov/bhrd/clot/dotmam htm.

P. 010
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'DEPARTMENT OF HEALTH & HUMAN SERVICES
Melissa T. SKkolfield

Assistant Secretary for Public Affairs
Phone: (202) 690-7850 Fax: (202) 690-5673
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}/ ' TALKING POINTS

rourteen years ago, Congress passed the ‘National Organ
S ,plant Act. The purpose of the Act was to assure that
famerlca would have an organ transplantation system that worked
i:falrly arid effectively for patients. In the years since then,
”fwe ve made great progress in the technology of organ
lstransplantatlon -- the lives of thousands of patlents are
:’saved or lmproved every year.

0 ns for traﬁsplantation are in very short supply, and
‘“ollc1es for allocating these scarce organs have not kept
pace wlth our technological progress.

= We. have launched a significant new Natlonal Initiative on
‘M:Organ and Tissue Donation. But in addition, our allocation
;“‘p011Cl€S must be as fair and effective as possible for
patlents

‘5'!:.&?5‘ srsm PUTS TOO MUCH EMPHASIS ON LOCAL ALLOCATION WITHIN
ARBITRARY GEOGRAPHIC AREAS, AND TCO LITTLE EMPRASIS ON PROVIDING

‘ 'today s system, a matching organ may not reach the
patlent w1th greatest medical neéd. Instead, organs are
r atéd as though they were the “property” of the local
procurement area and are offered first to all the matching
:5patients who are listed within that area.

'“iThus, an organ that could save the life of a patient who is in
xiifmore urgent medical need may never reach that patient, because
i“lt is used instead for a patient who is less ill but who is
, located ‘in another area where the organ was procured.

N
\

R ' N
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/T&ikihg Points - Page 2

MANY INEQUITIES RESULT. FRCM TODAY'S ALLOCATION SYSTEM, INCLUDING
s' VARIATION IN WAITING TIMES FOR DIFTERENT AREAS OF THE

‘today 8 system, a patlent’s chances of getting an organ
depend more on where the patient lives or is listed than
Hi¥ or her medical condition. Waiting times for organs can
"'flve_tlmes or more longer in some areas. of the country than

Thlsfmeans patlents must gamble on a matching organ becoming
”favallable in their local area, or must travel to faraway
centers to 1mprove their chances of getting an organ. This is
' early not the situation the law intended -- and, with

ay s technology, it is unnecessary.

WE CAN DO BETTER TO ASSURE THAT ORGANS GET TO PATIENTS WHO HAVE

Wak" s Fe

GREATEST MEDICAL NEED

i*Fim&lleE”Who égtee to the donation of a loved one’s organs

. éxpéct the donated organs to be used for patients who have the’

‘éréétéét medical need, in accordance with good medical
:judgment. Technology now permits longer preservation of
‘organs, enabllng them to reach those with greatest need.

nt allocation policies can be modified to assure that all
»patlents will have a more nearly equal chance for a matching
'”organ, based on their medical need, not on the chance of where
they ‘live or in what medical center they are receiving
'“treatment

P.003
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gBa;kg;Qapd/%alking Points - Page 3

"% GOAL, THE HHS REGULATION ESTABLISHES PERFORMANCE
S FIBD TO THE OBJECTIVES OF THE LAW; BUT THE POLICY-MAKING

By e ST

PROCESS IS LEFT IN THE HANDS OF TRANSPLANT PROFESSIONALS

The organ transplantatmon law created a private-sector Organ
ment and Transplantation Network to operate the

i’s transplant network. The OPTN operates under contract
. In its final regulation, HHS requires the OPTN to

The
, ent does not. want to interfere in the practlce of
HAS wants medically sound criteria, developed by

jtraﬁsplantatiqn.

HHS APPROACH REPRESENTS A MIDDLE~COURSE, GUIDED BY PATIENT
WELL-EEING NOT BY THE COMPETING INTERESTS OF DIBTERENT
;IRANSPLANT 'CENTERS

,rohe acute shortage of organs for transplantatlon makes this
'”subject hlghly charged and sensitive. Some have urged HHS to
‘take over the process of creating allocation policies in order
atb'make it fairer., Others have urged HHS to take no part at

_all in these policies. 1In the regulation, both of these
fextremes have been avoided.

THe "approach adopted by HHS is guided by the well-being of
patients; the intent of the law; the premise that patients
,«with greatest medical need should receive available organs,
" ‘consistent with sound medical judgment; and the desire that
~alltéation policies be designed by those who know most about
L,.transplantatlon



(ORITUE)TSIAS T 0ASPA NEWS DIV TEL:202 690 6247 P. 00

| OPTN REQULATION
| TOP-LINE QUESTIONS AND ANSWERS

T lfegulation represent government interference in the
’?\oﬁ mediciné? Why should government be dictating medical
= ‘In fact why should the dgovernment regulate at all in

“regulation does not dictate medical decisions.

It simply

and our requlation

,The law made it clear that donated cadaveric organs were to be
N treated as a public trust. The Secretary of HHS was given the
3resp nsibility to assure that, as a public resource, organs
”wermfallocated fairly. Indeed it was the whole issue of fair
;allo ation that gave rise to the legislation (for example, to
aésure that organs were not marketed to the highest bidder.)
In this regulation, we provide final definition of that

ap priate federal role.

fThe law also created a private-sector network (the Organ
gProcurement and Transplantation Network) to administer day-to-
day ¢perations and to make the medical decisions - and the
fregulatlon also preserves that raole for the OPTN.

<o
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ess.: Other entities want HHS to take no role at all.

Instead, we have


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

TEL: 2@2 690 6’4:

. OASPA NENS DIV

more. emphasls on medical need, and less emphasie on the
‘acciQenpAof geography. The regulation builda on current

. \ . i - By requiring objective medical
cr;‘erla to be used by all transplant centers, the regulation
l-help reduca uncertalntles. There will be less 1ncent1ve

iqeneral perception of fairnegs ;n the aystem, with
- Famllles who

1 5 ~ By relying on transplant
profesalonale for pollcy leadershlp and day-to- day operatlon,

R ]
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ttxng mechanlsm that is flexible and regpongive to
The regulatlon deflnes a proccess for

The fact is that the most ill patlents
'1d recelve Organs,'wherever they were located Slnce all

&tﬂét enabled organs to be directed to those with greatest medical -
.héédf&;~ :

“that we will require better and more timely
'nformatlon for patients and physicians to use in selectlng
;centers -and closer monitoring of center performance by OPTN. If
hig dita were to reveal poor quality care at any center, then
uch a*center might be threatened. That would be a completely

PRI

proper outcome.
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Q! E“s"Tf"o‘N" g:

3 you be wastlng organs by transplantlng to sicker patients,

£

Won
whé*éfé then more llkely to die?

Naturally, specific
in each case are made on the scene by transplant
That would not change at all under the

-e’for a given patient, making it more llkely that this
11 receive an organ when hé or she needs it urgently,

Why will they be able

It has attempted to balance a
number of competlng objectives, but has not maintained sight of
the statute 8 objectlve a national system which treats patients
We belleve that Wlth a clear regulatory framework,



“anéﬁh uld be enabled to. go wherever the patient is found who
17 b:el s :

géﬁ§faphic areas, preventing them from reaching the
ho need them most. But this is not what the law
“;and it‘s not what donating families want.

should be served, no matter
’ Sometimes they will be in one center,
«kmEB in another. Thls regulation does not benefit one

or one class or centers, over another.

RN
st e

‘quist;on is not: “Where are organs taken from?” Organs are
en frém donors and given in public trust. They do not belong
o individual centers or procurement areas.

"Where are organs to be provided TO?”
éjmeant to be used, according to the best medical

-_fbr patients who need them most. The organs should not
need them most,

OASPA NEWS DIV . O TEL:202 690 6247 P01
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: r‘exaﬁple, cloae to home, in those areas where a center
ts nearby

it 15 under today’s allocation system that patlente may feel the
‘need €5 travel to faraway centers gimply to 1mprove their chances

gan donation. Donating families want the donated organs
: “according to best medical judgment for patients with

. madical need. That is what the Traneplant Act intended,
“’what this regulation is all about,

.~%’OASFA NEWS DTV TEL: 202 690 6247 | - PO
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‘egulatlon calls for OPTN to develop new criteria, but
w eriteria are not due until 60 days after the

date of the regulation. Therefore there is not an
effect. 1In addition, as part of the new criteria, OPTN
"ﬁpén to develop transition rules that will protect

: leaving them no worse than under

> are confldant that the OPTN wlll want to produce. allocatlon
“lterla that serve their members and patients in the best way
Gesible.  While HHS has the autherity to write new allocation
'tself we would only do so if the OPTN failed to act

;Bo'yeu expect an effort in Congress to intervene and block this
regulatlon?

§heée regulatlons
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Mental Heclth
Licdison Group

NOTE: 33 organizations signed on to this letter.

Méféh"l_‘s,' 1998 | fdmfol E §9

' Senate Labor arid Human Resources Committee
~ '428 Dirksen Senate Office Building

Washmgton DC 20510

- Dear Members of the Senate Labor & Human Resources Committee:

h As provxders consumers, advocates, and family organizations concerned about the confidentiality of
) 'ﬁi‘oduce a comprehensive draft medical records confidentiality bill, (the Medical Information

ical records we welcome Senator Robert Bennett’s and Senator James Jeffords® efforts to

Protection Act). However, we would like to express our strong reservations about the draft in its

B 'f_current form. Key provisions illustrated below need to be changed in order to protect patlents from
‘ idlsclosures which invade their privacy and could damage the quality of health care they receive.

= ;We hope it will be possible to. work w1th you to see that important modifications need to be made to

allow responsible medxcal records confidentiality legislation to proceed.

'+ We strongly urge that an exception from federal preemption for mental health records be -
“included in your bill. Many state laws have specific provisions protecting the confidentiality
of mental health records. These state laws reflect the recognition of the need for special
protection for the confidentiality of mental 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.

* Thie principle that patient consent to disclosures of medical records be informed, voluntary,

- and nion-coerced is critically important. Under the draft bill patients would have little choice
‘but to provide consent for a broad range of disclosures 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 terminate 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 of these inadequate privacy protections is that many patients would hold back from
providing needed information, and in the case of mental health care many individuals will
be less likely to seek mental hea th 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
“disclose. 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

paymert purposes.

In this letter, we are not addressing the issue of consent to disclosures for research purposes because

of the particularly difficult tradeoffs involved and the diversity of our views on the issue. We also

note that several of our groups have additional i important concerns that we will contact you about

Separately, including the lack of needed protections from searches of medical records by law
- ‘enforcement personnel.

: Thank you for considering our views, We ask and hope that we can work together to address these
o funponant issues. For further information, please contact William Bruno of the American Psychiatric
- 'Assoclatlon at (202) 682-6046, Doug Walter of the American Psychological Association at (202)
o ‘,‘336 5889, Chris Koyanagi of the Bazelon Center for Mental Health Law at (202) 467-5730, Ron
- "Honbeérg of the National Alliance for the Mentally Hll, Madeleine Golde of the National Association

- of Social Workers at (202) 336-8237, Al Guida of the National Mental Health Association at (703)

Sincerely,

K Amencan Academy of Child & Adolescent
o Psycluatry

- -'Amcncan Association for Psycho-Social

Rehiabilitation

“Américan Association of Children Residential

Centers

. Amencan Association of Marriage and Family

Thcrapy

Psychlamsts

. , Amencan Board of Examiners in Clinical Social
- Work

Amcrican Counseling Association
Artiérican Family Foundation
American Group Psychotherapy Assoc:atmn

American Mental Health Counselors of America’
"Amcrican Occupational Therapy Association
~ American Orthopsychiatric Association

American Psychiatric Association
American Psychoanalytic Association
American Psychological Association
American Psychiatric Nurses Association
Anxiety Disorders of Amenca

*'838-7502, or Janet Shikles of Powers, Pyles, Sutter and Verville at (202) 872-6732.

Association for Ambulatory Behavioral Health

Association for the Advancement of Psychology

Bazelon Center for Mental Health Law

Chuld Welfare League of America

Corporation for the Advancement of Psychiatry

Federation of Famulies for Children’s Mental
Health

National Alliance for the Mentally Iii

National Association of Protection and Advocacy
Systems

National Association of Psychiatric Treatment
Centers for Children

National Association of School Psychologxsts

National Association of Social Workers

National Council for Community Behavioral
Healtheare

National Depressive and Manic Depressive
Association ,

National Federation of Societies for Clinical and
Social Work

National Mental Health Association

Powers, Pyles, Sutter & Verville

- TOTARL P.83
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T GG O Dawdoon

February 26, 1998

FAX TO:

WH PRESS OFFICE —Ae~wlee
Chris Jennings

Media coverage is likely today on the sub]ect of organ donatien
and transplantatlon

A demonstration is plahned at HHS by patient advocates who want
the Department to issue its long-awaited regulations on the
operation of the Organ Procurement and Transplantation Network.

At the same time, a letter from Secretary Shalala is being sent
to each of the B2 members of Congress who have signed letters to
her on this subject this year. The letter lays out the

principles that are being followed in develaping the regulation,

Attached are the letter to members of Congress and some Q's and

A’s dealing with today’s demonstration.

Melissa Skelfield
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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 oux
organ allocation system needs to be as fair as it can be.

What is the status of the OPIN regalation?, Why is 1t 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 1t?

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

respanse acknowledges those complexltles and presents the
‘prlnclples that are guldlnq us. '

[If pressed: On the one hand, HHS is responsible for assuring
that the Nation’s transplantation system works as fairly and
effectively as possible for patients. This regulation will be
important in carrylng 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 requlaticn needs to

. achieve bhoth these goals.] : :
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Page 2 — Q&A

Is the present organ allocation s}stem 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 increased. And we need to assure the most equitable
‘posaible distribution of organs to patients with greatest medical
need. See ocur 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 walting times are
shortest, organs frequently go to patients who are less 1ll;
while at the same moment, in areas where patients wait longer,
organs often are not offered to patients with gredter 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 111 patients in areas with shorter waiting
times, :

[This system can be improved to make the most effective and |
fairest use of organs, sc that patients will have an equal chance
for an organ, depending on their medical need, no matter where
they are llsted 1 :

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 really don‘t need te 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 additicn, we want to
assuyre the fairest possible organ allocation system, and that
will be a primary goal of the OPTN regulation.
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Page 3 - Q and A

[Additional background: Computer models sponsored by
private entities have been run to try to determine the effects of
the present allocation system (involving livers) and of various
alternatives. They have produced differing results. Presumably
one of these models was used to produce the result cited by the
protesters. While the models produce differing numbers, they do
generally support the finding that more lives could be saved if

. livers were shared more widely.]

What would .you say to” the child (Daniel Canal) and to others who
are awalting an organ?

We would say what anyone would say: We hope he receives a A
successful transplant soon. [If pressed on what HHS is doing
for him: We would say that we have launched a nation-wide effort
to increase organ donation so 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 Frist to discuas 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 OPTN regulation. Over time, we have
met with several interested members of Congréss and their staffs.
We are w;lllng to meet with other members and their staffs as
requested to discuss these principles enunciated in our . letter,
but the meetings are private and we will not be announcing them,

‘Why didn’t Seciéta:y Shalala accept the flowers offered by the

demonstraters?

We made clear to the demonstrators: that the Secretary would not

‘be here today. They used her name in their media advisory

nonetheless. . [The demonstrators’ specific request to us was a
meeting with Daniel and others, and we agreed to that.]



FEB. -26'98(THU) 12:57 - OASPA NEWS DIV TEL:202 690 6247

Page 4 - Q and A

What about the administration’s interest 1n a patients’ Bill of
Rights? Shouldn’t the right to an organ be guaranteed for the
sickest patients? S :

The health care consumers bill of rights has never been intended
as a guarantee of specific treatments. [It concerns the rights.
of patients in dealing with health care providers.] '
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
wAEH!NGTON p.e. 20201

The Honorable
United States Senate o
Washington, D.C. 20510

Dear Senatcr..

Thank you for your recent 1etter concernlng the Department of
Health and Human Services’ (HHS) consideration of final
‘regqulations for the Organ Procurement and Transplantation
Network (OPTN). Many members of Congress have written to me-
to communlcate 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 prlor to

publication, I think it is important to share with you the
principles which are guiding our development of these rules. ,
In particular, I want members of Congress to understand that I~
am committed to vigorous efforts to increase organ deonation;
to-all patients having eguitable access to organs to the
extent medically feasible; and to the leadership of the OPTN
in establishing medical criteria for organ allocation,

As you know, organ transplantation provides 11fe—sav1nq and
life-enhancing benefits to thousands of Americans every year.
American medicine has been a world leader in delivering these
benefxts, and during the past two decades, patient and graft .
survival rates have improved markedly. 1In 1996, some 20,000
transplants were performed -- about 55 each day. This record
is a tribute to transplant surgeons and other medical
personnel, as well as our organ procurement organlzatlons .and
indeed all those who work or volunteer in the field of organ
transplantation.

At the same tims, however, we have not fully realized the
goals of the National Organ Transplant Act of 1984 (NOTA), nor
of the report of the Task Force on Organ Transplantation which
was developed in response to the Act. NOTA was passed to
create a natlonal _system in Wthh an adequate supply of organs

4
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would be available on an equitable basis teo patients
throughout the Nation. On both counts -~ the adequacy of
organ supply as well as equity in distribution -- I believe we
are falling short of the law’s axpectations. 4

We continue to have a serious shartage of organs for
transplantation, and indeed in recent years, the shortage has
grown worse, Some 55,000 persons are on the national organ
transplant waiting llsts today, up from 16,000 in 1988. More
important, about 4,000 Americans died in 1996 =- almost 11
sach day -- while awaltlng 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 substantlally reduce the
number of Americans who die while awaltlnq a transplant, and
that must be our first goal in 1mprov1nq our organ procurement
and transplantation system, ,

In addition, we have not yet achieved 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 vieible short-coming is the wide span in average
waiting times for those on transplantation waiting lists. In
some areas of our Nation, patients wait 6 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 1l1l; while at the same moment, in areas where
patients wait longer, organs often are not offered to patlent5<
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 patlents in areas
wmth shorter waiting times.

It seems clear to me that in passing NOTA, Congress did not

- intend for patlents in some areas of the Nation to be
disadvantaged in this way. NOTA envieioned a naticnal network
which would help bring about the most medically effective use
of organs and the most eguitable treatment of patients

. possible within the bounds of available. technology.

. Unfortunately, even as technology has improved, making it
possible to preserve organs longer and hence offer them over a
wider geagraphic area, the allocation scheme of the OPTN has
continued to give preference to local use of organs even if
such organs could be used to save the llvea of sicker 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 lacal area. Over 50 percent of these livers went
to patients who were not sick enough to be hospitalized, while
during the same year almogt 400 of the 953 patients who died
awalting 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 since the passage of NOTA, I believe
the time has come to reassess our performance across the board
in the area 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 the role of the various players, especially.
the OPTN. In particular, I fully concur that the
traneplantation network must be operated by professionals in
the transplant 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, T 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
avallable 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 Praoposed Rulemaking in 1994,
policies determined by the OPTN must be subject to approval by

" HHS hefore they can be considered binding on member transplant
centers for Medilcare and Medicald 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 Assoaciation and
American Academy 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 membera to disgcussg donatlon
wishes during the preparatlon of wills and estate planning;
the American Association of HealthH Plansa, which will help
provide educational materlals; and the American Red Cross,
which will use its community network to expand public
awareness., More than a dozen other national organizatlona are
also committed: to help reach particular audiences.

provisions .in the Medicare Conditions of Participation for
Hospitals which would enhance the process by which hospitals
notify an organ procurement organization (OPQ) of those deaths
that could potentially result in organ donation. The propasal

- was suggested hy approaches that have alraady been successful’

in several states. Based on these experiences, HHS estimates .

that the number of donors nationwide could .increase 20 percent
within two years. Thig would ' substantially reduce the number
of deaths which occur ~among patlients waitlng for an organ
transplant. : .

The Department’s rale is not llmlted to 1ncreasing organ
donations. In keeping with the policy announced by the -
Department in. December 19892 and further defined in.the 1994
NPRM, the Department’s:-role is also to sef a framework for the

' operation of the OPTN and to provide federal oversight of ‘the
praocesses by which the OQPTN allocates organa for

~ transplantation.’ In developing our policies, we have been
guided by a number of prlnc1ples.

While NOTA provided the broad’ structure and goals for a’

'7natlcna1 organ- transplant network,. and while day-to-day’

operational responsibility was assigned to a private

~cantractor under HHS, there has been too little attenticn
given to deflnlng the expectations that are inherent in the

' contractor. ' This is the role HHS should play. HHS should not;

law and applYlng those expectations to the work of the

seek in the first instance to define specific lelClES,
including organ allocation policies, of the OPTN. . But HHS
should indeed establish broad performance standards and make

“clear the desired outcomes which will best serve the Nation.

In preparing the regulation, we are developlng performance and
outcome standards which would be. applied to the policles
developed by the OPIN. This is. the same approach the
Department adopted. in implementing the organ procurement
organization prov1alcns. This approach has had w1despread

',support.

‘~f‘The goal of the performanCe standards would be to. make it

possible for patients with the greatest medical need for -
transplantation to be more accurately identified by the
national netwark and to be put at tha head .of the 1ist for a

P. 009


http:orqantranspl~'.mt

EEB -26' 98 (THU) 12:58 0ASPA NEWSVD]V: E ~ TEL:202 690 6247

-~

Page &.

sujtable organ. 1In particular, this means the development of
standard patient lieting criterla and medical urgency
categories that would enable our transplant network to
reliably assess the medical condition and need of all patients
awaiting transplantatlon. our appreoach would help assure that
those who receive organs are those with greatest medical need
and that organ allocation policies would result in more equal
waiting times (adjusted for severity of illness) across the
country.

‘Tt .is not the desire or 1ntentlon of the Department to

interfere in the practice of medicine. Decisions about who
should receive a particular organ in a particular situation
inveolve a subtlety and an urgency which must be dealt with by
transplant professionals. The proper HHS role is, instead, ta
assure that the policy framework within which those decisions
are made is one that sserves the ends that the law intended,.
Thus, for example, it may be necessary for the OPTN to
construct more uniform medical criteria for the appropriate
listing of patients at transplant centers, as well as more
uniform crlterla for the definition of patient status.

‘Uniform criteria among centers would help assure equitable

treatment for all patients, a clear gocal of NOTA that HHS
should help achieve. But the Department would look to the
OPTN to develop those ecriteria. Likewise, it may be necessary
for the OPTN to develop allocation policies that would make
waltlng times more equal in the various regions of the Nation.
Again, this clearly serves the goals of NOTA. But our
regqulation would look once more to OPTN to develap the
specific, medically-sound policies for achieving this goal.

The OPTN is fully capable of developing policies which would

advance these goals. HHS does not seek to develop the .

policies and would not do so unless the OPIN failed to develop

~satisfactory policies of its own.

Further, in order to inform patient choice and monitor the

‘gquality of care at transplant centers, information about

transplants and the performance of individual transplant
centers needs to be available to patients and physicians in a

.form that is current and comprehensible. Recently, HHS and

the OPTN contractor have experienced disagreements over the
release of transplant center data. HHS intends to make data
disclosure reqguirements clearer.

I believe it is time to move forward on these issues. As yau
know, the policies pertaining to the OPTN have undergone an

- unusual period of development and an unusual degree of public

comment. When the NPRM was published in 1994, a comment

period of 90 days was provided, and the Department received
comments fram 121 individuals and organizations.
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In December 1996, an additional three days of hearings were
convened, and 110 persons testified. Additional written
comments were also received and considered. I am fully’
committed as we move forward to ensure additional
opportunities for comment and Congressional dialogue.

" T thank you again for your interest in this important subject.
I believe we have made remarkable progress in the field of

organ transplantation, and I believe we can keep building and
do even better. We can increase organ donation, not only
through publiec awareness but by bringing about"better

- performance by hospitale 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 of the transplant
community, we can assure Americans that organ allocation
peolicies 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 listed. I believe we owe them no
less. : -

Sincerely,

Donna E. Shalala

P. 011



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 of Americans die while waiting for the organ or tissue transplants
needed to save their lives. Today the waiting list exceeds 50,000 and in 1995,
approximatcly 3,500 people died while waiting for an organ. Religious organizations can

" play a critical role in encouraging their members to make the decision to be an organ
donor and 1o share that decision with their families. While individual congregations have
promoted 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 of National Black Churches are partners with the U.S.
Department of Health and Human Services in this important effort and can serve as a-
model for the pamczpanon of other religious organizations.

To support organ donation, national religjous organizations can:

Educate their respective clergy and congregations through taﬂored newsletters, brochures,’
seminars, guest speakers, and sermons. :

Counter myths that inhibit organ donation.
Participate in the National Organ Donor Sabbath (November).

Be a model for other religious organizations.



