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President William Clinton é ‘@—-
attn; ' -

John Podesta
Chief of Staff
February 19th 1999

Dear John;

— was Arda or the

r..uulcul: at the University of Pennsylvania hospital. He
thanked me and said he would pray for its adoption since thousands of lives
would be saved each year.
1 know how busy you are and that you were passing it on to Bruce Reed but I
have heard nothing. Each day another ten people will die without an organ %

donor.

On another subject. With computertechnology available today manufacturers
of hand guns and rifles should test fire each and computer enter the rifling
marks. This will then identify every bullet to its owner. It will then stop those
buying guns for others for it will be traced to back to them. There will not be
such a great need to find the weapon in homicide cases.

This would be a great idea for the President to claim and push for. What do
you think ?

As always my sincerest regards to both of you.
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Washingion, D.C. 20201

MAR 29 1999
MEMORANDUM

To: Devorah Adler
Domestic Policy Council

From: Lisa A. Gilmore z jg .

Special Assistant to the Deputy Secretary

Subject: Request for information on 1998 donation trends

As you requested earlier today, attached is a draft HHS/UNOS press release on the 1998
donation trends to be issued in conjunction with the proposed event and an analysis by UNOS of
the 1998 increase. We will be updating the June 17, 1998 press release on the National Organ
and Tissue Donation Initiative to include information on new partners and other HHS activities,
including the grant program and the HCFA Hospital Conditions of Participation. As soon 2s ]
receive confirmation on our new partners, I will forward the information to you.

The preliminary statistics indicate that the number of cadaveric organ donors increased 5.1
percent in 1998 to 5,759 donors, up from 5,479 donors in 1997. This was the first substantial
increase since 1995. Reflecting a trend toward older donors over the past decade, the largest
Increase in 1998 was in older donors. By region, the central United States had the most
substantial increase in donors last year. These are preliminary figures and will be revised in the
months to come as the organ procurement organizations submit written forms providing more
detailed information. The overall rate of increase is not expected to change significantly,
however.

In addition, we are ready to announce preliminary results from a groundbreaking $2.3 million
study on why families refuse consent to donate a deceased relative’s organs. The study confirms
the central focus of the National Organ and Tissue Donation Initiative, namely, that family
discussion 1s critical for increasing consent. Conducted by researchers at Case Western Reserve
University and the University of Pittsburgh and funded by HHS’ Agency for Health Care Policy
and Research, the study is the largest and most comprehensive study of the factors affecting
organ procurement to date. It has been conducted in nine hospitals in two states and directly
reviews the procurement request process with familics and the health professionals who ask for
donation,

Initial results indicate that:

e The pattern first observed five years ago is virtually unchanged, with 47.5% of families
agreeing to organ donation while 5§2.5% refuse.
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» However, the reasons for refusal and the circumstances that encourage this high refusal rate
are becoming clearer. Initial attitudes are key: for example, 82% of the families who were
initially pro-donation consented to organ donation, but only a tiny fraction of those who
initially believed they did not want to donate (7%) eventually changed their minds and
donated organs. Moreover, less than half (40%) of families who reported that they were
undecided about organ donation finally decided to donate.

e There’s a critical need for family discussions about donation: 95% of families indicated how
knowledge of their loved one's wishes would have exerted substantial influence upon their
decistons. Unfortunately, only 43% of these families had at least on one occasion explicitly
discussed organ donation with their loved ones, and less than 25% even knew if their loved
ones carried donor cards.,

* The researchers conclude that education campaigns that specifically enhance attitudes toward
donation, and disseminate knowledge among the general public before, rather than while they
are confronting a stressful situation, promise to greatly improve rates of consent.

Attachments: _
(1) Draft Fact Sheet: Organ Donations Increase in 1998
(2) Donation Trends

ce: Campbell Gardett, ASPA
Charlotte Mehuron, HRSA
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DRAFT 3/25/99 DR AFT

FOR IMMEDIATE RELEASE Contact: HRSA Press Office
(once ¢cleared) 301-443-3376
UUNOS Press Office

(XXX-XXX-XXXX)
: B e s d
ORGAN DONATIONS RS

The U.S. Department of Heaith and Human Services and the United Network for Organ
Sharing announced today that preliminary data shows that cadaveric donors increased 5.1 percent
in 1998, the first substantial inctease since 1995.

Donations mcr;r:ascd from 5,479 cadaveric donors in 1997 to 5,759 cadaveric donors in
1998. As many as H;QOG-organ anc}t tissue transplants are the estimated results from these
additional donors.

"More Americans are hearing about the need for organ donation, and more are responding
with the gift of life," said HHS Secretary Donna E. Shalala. "But we need to maintain and
accelerate thig trend. The need for organs is still far greater than the supply, and too many
patients still die while waiting for a transplant.”

The increase came in the first year following the Jaunch of the Clinton Administration's
National Organ and Tissue Donation Initiative. Announced by Vice President Gore December
15, 1997, the initiative brings together dozens of partner groups, along with the nation’s organ
procurement organizations and the Coalition on Donation, to encourage donation. The special
emphasis of the campaign is pointing to the need to tell family and others about the desire to be a
donor.

"We're letting people know that signing a donor card is not really enough. You have to
tell your family," Secretary Shalala said. "It's families and loved ones who must make the
decision to consent to dopation, and their decision often is made under the most difficult
circumstances. That decision is made much casier if the individual has told them in advance that
he or she would want their organs to be offered for transplantation.”

Donation increases were substantia] for Caucasian (6.2 percent from XXXX to XXXX)
and Hispanic (6.3 percent from XXXX to XXXX) donors. The number of African-American

-Imore-
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donors remained relatively unchanged (give number), and the number of Asian donors decrecased
9.4 percent (106 to 96).

2.

Danors increased for all age ranges, but the largest increase was in older donors age 60
and above (9.9 percent from 706 to 776). Donors age 40 to 59 increased by 8.7 percent (1,782 to
1.935). Donors age 20 to 39 increased by 2,2 percent (1,653 to 1.690) and age 0 to 19 increased
only slightly by 1.4 percent (1,339 to 1,358).

At the same time, waiting lists in 1998 climbed to XXXXX from XXXX in 1997, and the
gap between supply and demand for organs continued to widen.

“An increase in donations gives us added incentive to find out what works and replicate it
across the country,” said Claude Ear) Fox, M.D,, M.P.H., administrator of the Health Resources
and Services Administration, the HHS agency with national responsibility for overseeing the
organ donation and transplantation system. “Our plan is to evaluate good, creative programs so
we'll know where to focus future efforts.”

Over the last 3 years, May has had the largest number of donors, and this was true in
1998, with 523 dopations. A week in mid-April is traditionally set aside to celebrate National
Organ Transplant and Donation Weck. This year it is April 18-24. HHS will begin the week
with a National Donor Recognition Ceremony in Washington, D.C. Apri] 17-18 where donors
and donor families will be recognized for their gifts allowing others to continue healthy,
productive lives. Local organ procurement organizations plan special events in all parts of the
country to highlight NOTDAW and bring attention to the need to make the choice to donate and
tell one’s family.

The largest increase in donations occurred in the central region of the U.S. UNOS
Region 10 (Michigan, Indiana and Ohio) had the largest increase at 12 percent (numbersXXX).
UNOS Region 8 (Iowa, Missouri, Nebraska, Kansas, Wyoming and Colorado) increased by 11.1
percent (numbersXXXX), and Region 4 (Oklahoma and Texas) increased by 9.1 percent
(numbersXXXX). Note to UNOS: do you have it by state so that we can show which states had
the largest increase??

(Quote from Pfaff for UNOS)

~“Imore-
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This preliminary 1998 data was produced by UNOS from Organ Procurement and
Transplantation Network and Scientific Registry of Transplant Recipients statistics, under its
contract with HHS’ Health Resources and Services Administration.

(Howard Nathan quote on Coalition on Dopation)

o

Note: HHS press releascs are available on the World Wide Web at : http://www.hhs.gov.
(UNOS web site address)
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1998 Donation trends

Based on preliminary 1998 statistics, the pumnber of cadaveric donors increased 5.1% from
1997 to 1998 (5,479 donors to 5,759 donors). This was the first substantial increase since
1995.

The number of Caucasian and Hispanic donors increased substantially (6.2% and 6.3%,
respectively), but the number of African-American donors remained relatively unchanged
and the number of Asian donors decreased 9.4% (106 to 96).

Male donors increased by 3.3% (3,247 to 3,355) and females inereased by 7.7% (2,232 to
2,404).

While donors increased in all age ranges, the larpest increase was in older donors. Donots
age 60 and above increased by 9.9% (706 to 776). Donors age 40-59 increased by 8.7%
(1,781 to 1,935). Ag: 20-39 only increased by 2.2% (1,653 to 1,690) end age 0-19 increased
by only 1.4% (1,339 to 1,358).

While donor numbers vary considerably by month, May had the largest number of donors in
1998 with 523. Over the last three years, the highest monthly total of donors has occurred in
May.

The central region of the U.S. had the largest increasc in donors. UNOS Region 10
(Michiga, Indiana and Ohio) had the largest increase (12%). UNOS Region 8 (Jowa,

- Missouri, Nebraska, Kansas, Wyoming and Colorado) and Region 4 (Oklahoma and Texas)
were not far behind ‘with respective increases of 11.1% and 9.1%.

U.S. Cadaveric Organ DDonation, 1988-1998
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Percentage of Cadaveric Organ Donors by Age Range, 1997-1998

-

[Doror Age Range 1997 1998
0-19 ~ 24.4% 23.6%
20-39 302% 29.4%
40-59 32.5% |  33.6%
60 sod older 12.9% 13.5%

Percentage of Cadaveric Organ Donors by Race, 1997-1998

"Donor Race 19497 1998
"White ~75.0% ~16.3%
| Blask 11.8% 113%
Hispanic 10.1% 10.2%
Asizn 1.9% 1.7%
Ot ec/Unknown 0.0% 0.5%

Percentage of Cadaveric Organ Donors by Gender, 1997-1998

Doaor Gender 1997 1998
Malc 59.3% 383%
Fernale 40.7% 41.7%

Note: percentages may 1ot total to 100 percent due to rounding of decimals. '

Based on preliminary UNOS OPTN/Scientific Registry data as of March 19, 1999, Totals
subject to change due tc fiture data submission o correction. |
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U.S. Department of Health and Human Services
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8000 EAST JEFFERSON AVE,
DETROIT, MICHIGAN 4B214

PHONE (313) 926-5000
FAX (313) A23-68018

INTERNATIONAL UNION, UNITED AUTOMGOBILE, AEROSPACE & AGRICULTURAL IMPLEMENT WORKERS OF AMERICA-—UAW

STEPHEN P. YOKICH, PRESIDENT RUBEN BURKS, SECRETARY-THEASURER

VICE-PRESIDENTS: EUZABETH BUNN + RON GETTELFINGER + BOB KING » JACK LASKOWSKI - RICHARD SHOEMAKER

April 1, 1999
Via Facsimile

To: Lisa Gilmore
From: Chuck Gayney, Director, UAW Saclal Securlty Department

RE: National Organ and Tissue Donation Initlative

Attached is a copy of Steve Yokich's letter to' Kevin Thurm. | trust this is
sufficient for your needs..

I've also attached a copy of the UAW Resolution on Health Care which was
adapted by our delegates last Tuesday at our Collective Bargaining Conventlon.

CG:df

opetu494

Att. .
c: Jim Carpenter

opoiudpd
SR/ 24a " 395d
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NATIONAL DONOR DAY
March 31, 1999
Kevin Tharm
Duputy Secretary
us artonent of Maslth and Huran Sexvices
Fax & 690-7755
Ouiy
Deurf\&ntmy Thusoy,
The UAW takes great pride in being foutder and m pri force in Narional Donor Day.
This year's drive in February invaessad both blood donaticre and booe marrow t for
antrv inko the National Martow Denec Reglatry by neasly S0% over the insugura
Naticnal Dorar Day svers.

In cancert with our National Daner Day commitment, the UAW i pleased to join the
Nationa! Organ and Tiesue Donation Initiat(ve and lend its supporst to Nationa) Organ and
Trma Donor Awarenass Weal, Apr(l 18-24 We will asaist by getting the werd out to
UAW members acress America of the critical naed for organs for trareplantation. We

know that at anv given time those swalting organ transplant include union brothers and
sistage.

We -whudlhz sifans of the U S. Departmana of Health and Huanan Services in azsistng
with National Dot Day, and we secogrdre Shat your Initatvs (s ong-in-the-same with
Natioral Donor Darv in its goal of building public awarenass of the need for lifesaving
organ and gasus donation. Warking together, we can sake 3 very real imvpact (n halping
the ovar 60,000 persons who culren: await organ trarsplany, and we lock forward to the
whale of AFLCI0 fotning the National Organ and Tissus Dovytion Inftiative as well.

Youn uly,

Stephan P, Yokich
President

Q22 Caraygs Avenve. Satte 1600 Waadiand Hill, CA 91167 USA  Telepdoru: (330) 138 l&l"_l’u (818) 595-1012
MR 31 ‘99 15:44 3138334957 PRGE , 12
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HEALTH CARE

Far almost half a century, the UAW has been at the forefront of progressive change
in health benefits coverage. Our efforts at the bargaining table and in the policy arena
have helped lead the way to important and cutting edge advances in health care cov-
crages. '

The ongoiny ctisis in health care costs continues to pressure our negotiated ben-
efits and programs while also cating away at wage gains and job security protec-
tions. [n this round of bargaining, we must contnue to work to assure that health
pratection begins when work begins and continues through layoffs, disability and
any ocher circumstances that cuuse loss of coverage. That should cncompass ben-
efits for new family configurations, including coverages for dependents up to age
25 and damestic partner refationships.

The health care cost crisis is aggravated by employer practices designed essen-
tially to save money through cost-shifting to workers and beneficiaries by means
of copayments, deductibles and premium sharing and the elimination of previously
covered benefits. Numerous employers are also using changes in Financial Account-
ing Standards Board rules for post-retirement benefits as an excuse to cul retiree
benehils.

Employers are not the only payers seeking ta shift costs and cut benefits. Fund-
ing for the Medicare progrmm has been substantially cut. Medicare beneliciaries are
mereasingly confused and vaprotected by managed carc options and defined con-
tribution plans that have been poorly implemented and inadequately funded,
Healdh Maintenance Orgunizations are also pulling out of markets or slashing ben-
efits aor both. Just Jast fall, HMOs abandoned over 400,000 seniors because of fund-
ing cutbacks in the Medicare propram.

As cost pressures push private employers and public payers and conservative pol-
icy makers to pursue cost-shifting, benefit cutbacks and a privatization agenda, our
tasks are clear; We must vigilantly protect our hard-wan gains from employer aod
government attacks by holding the line on cost sharing and stepping up our
demands for improved quality and access. :

One critical consumer area largely neglected by the health system is organ dona-
tion. Today, thousands of people die and thousands more are on organ donor wait-
ing lists cven though, far many condltions, enough organs are available ta meet
demand. Though the govemment has recently (aken tentative steps in this area, our
bargaining efforts can promote awarcness and education on this issue among
UAW members and families as well as in the broader community.

The UAW helped pioneer the development of quality standards for managed care
plans, These standards have been largely sdopted by the msjor managed care socred-
jcation bodies and form the basis far UAW HMO qualification status. Today, the
UAW is ralsing the quality bar cven further, We are working to assure that HMOs,
and other defivery systemns, implement evidence-based guidelines that eliminate inap-
propriate variation in care so that, for example, a woman diagnosed with breast can-
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cer in Los Angeles will not face a different set of treatment aptions than a woman
with the same diagnosis living in Buffalo. We are working to put rellable consumer
information about physicians. facilities and outcomes into the hunds of UAW mem-
bers and families through various report card projects. And we are developing vol-
untary wellness programs for patients with, ar at risk for. certain chronic conditions
such as diabetes, heart disease and asthma, Affected members and their families can
access information and resources to help them manage and improve their health
status.

Over the past several years, phatmaceutical research has resulted in some truly
{mportant and remarkable technological advances in the biomedical sciences. Not
only are new drugs leading to more effective, less invasive treatment and reduced
hospitalizations, but they are also proving to be powerful agents of prevention. As
costs and utilization are shifted from the hospital care sector to the pharmaceuti-
cal component, many employers are using higher drug costs as an excuse ta raise
copays and deductibles in our prescription drug programs, thereby shifting those
costs 1o workers while ignoring the cost savings and benefits of shorter hospital stays.
Such shell games must be resisted.

Improving the quality of health care for UAW members and families requires
vast guantities of data and sophisticated information technologies for interpreting
such data. Buf while health information technology promises quality and cost
improvement, it also threatens privacy and confidentiality. The same informarion
that identifies an individual for improvement in cure, can also potentially identify
a person for other purposes. Limited data is nieeded for audit purposes, All other
pacient-identifiable data must remain in the clinical care setting, and severe penal-
ties must be established for its misuse. :

The UAW has pioneered a program that links evidence-based medical science
to community health statys improvement: the *Community Health Care Initiatives.™
This program is coordinated by the UAW Center for Community Health Care Ini-
tiatives. Together with employers, government, purchasers, providers, consumers
and other interested parties, the UAW has been encouraging and inirating collab-
orative community activity and arganization 1o bring heaith care resources into bal-
atce with a community’s needs. Focusing on quality and access to care, a community
warking together can reform the delivery system lo provide a better quality of life,
enhance access, and encoursge cost-effective use of resources for the benefit of the
entire communiry.

Pilot projects have been initiated by CHCI in six communities with major UAW -

represented employers, It is andeipated that these commanity {nitiatives will sim-
ulate reform of the entire health care delivery system at the place health care ser-
vices are acrually delivered — in the community — and help achieve the goa) of
high quality, cost-effective health care for all.

Though the health care scene changes daily, we must continue to pay attention
1o what matters miost. We must protect the health care coverage of retirees and work-
ing families and we must continue to protect our hard won gains from employer
aluzcks by negctisting proprems that improve quality, control costs, assure access
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to cure and hold the line on cost sharing. High quality care. delivered in an appro-

et priate und timely manner. on the basis of scientific evidence. is the best way o con- ey
n- Liin Ccosts. ' o
M-
ns Areas of focus for this round of bargaining will include;
an :
ith « Updating and expanding caverages to include new develapments and health
cure technologies. ¢losing paps in existing coverages and adjusting benefit enti-
aly tlements for increases in inflation.
?u; + Resisting employer efforts to shaft additional costs to workers and resioring
;‘ : wages and benefits lost from past cost shifting,
:,:" « Continuing and expanding of the Community Health Care Initiative activities
: O" ¢ : in the pllot sites. establishing of new CHCTI sites, and including all UAW employ-
s¢ crs within the CHCI program.
ays, :
« Expanding cfforts to collect and disseminate easily understood information
lires : about health plans, professionals and facilicies.
‘ting : N
cast + Establishing in all UAW collective bargaining agreements the right to confi-
won [ dentiality of health information, including the right to revicw and amend records. _
atify ” !
sther L = Establishing organ donation committees at each UAW facility._:]
*nal- 5
; * Assuring access to pharmaceutical innovation and drug therapies while pro-
i maoting apprapriateness, cffectiveness and atfordability, i
ence
- {
ves. - * Increasing to 25 the age for which health care coverage is extended to depen-
: Ini- . dents,
mers .
"L"t;' : » Extending health care coverage to domestic partners.
1 Pal- i
unity Q * Addressing the issue of AIDS in the workplace and the community, provid-
1 .
flife, ing safe warkplaces for these workers most often exposed to the virus, and assur-
s the : ing health coverages keep up with technology and the changing nature of the dis-
dase, ’
JAW . o .
stime < Expanding and improving benefits at nonmsajor emplayers to include the full
» ser- array of benefit plans und finuncing and delivery options as found at major employ-
»al of ers.
_ * Providing continuing health care coverage in the case of full or partial planv/
ntion workplace closings as a benefit in all UAW collective bargaining agreements.
vork-
loyer ¢ Preserving the right 10 a choice of heaith care providers that assures access

ceess 1o appropriate, high-quality health care.

<7
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Organ & Tissue

ICOALITION ON EoRoln, By U il B e Ry |
Share your life. Share your decision®

. B008

03/30/99 YUK 17:26 KFAXR 323 /343

Fax
A
To: Lisa Gilmore From: G. David Fleming 5

Fa:  202-690-7755 Pages: 2

Phone: Date: 03/30/99

Re: Phone: 804-330-8540

O Urgent a For-Revlow O Please Comment (1 Please Reply J Please Recycle

® Comments:
Dear Lisa:

To follow is the letter of commitment from MBNA Bank America. They are very excited
about the cpportunity and the opportunity to work with the Initiative.

For your information, the partnership with MBNA has not been announced to the public, nor
have they started marketing the Organ & Tissue Donor Visa. I think the event will be a great
way to anriounce the card, and MBNA’s commitment to increasing donation through joining
the National Initiative.

Please call with any questions.

1103 Boulders Parkway, Suite SO0, Richmond, VA 23225-8770 ¢ € € 804-327-1447
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1 133 McCormick Road
Hunl Valley, Maryland 210 ]

March 30, 1999

Hon. Donna E. Shalala
Seccretary of I{ealth and Human Services
Washingron, D.C. 20101

Dear Secrelary Shalala;

In tho fall of 1998, MBNA Amcrica Bank and The Coalition on Donation joined forces 10
biclp raisc: awarcncss about the necd for organ & tissue donation and to help bencfit the
more than 60,000 Americans waiting for life saving organ transplants.

Our commitment to the cause of organ and tissuc donation led to the joint development of
The Coalition on Donation Visa credit card program. By having supporters use The
Coalition on Donation Visa card, MBNA Armerica Bank contributes a portion af the
purchases to fund efTorts 10 educate the public about the critical need for organ & tissuc
donors.

As a member of The Coalition on Donation, MBNA Amecrica Bank is honored to join the
- National Organ and Tissuc Donation [nitiative. We look forward ta being a part of the
solution to solving this national hcalth crisis.

Sincerely,

M)
Michacl J. Hynn

Senior Vice Presideat

$2-298 MUNA Marketing Sysiems. ne. it @ subsidiary of MBNA Amrnca Bank, N A

03/30/89 TUE 16:47 ([TX/RX NO 7630]




S owrEy AR ELee2s FAX 202 401 5783 DEPUTY SECY

04,06/88 TUE. 16:00 FAX 323 7343 COALITION ON DONATION

Organ &-lissue

({COALITION oN Bele N, IV VNN K20 |

Share your life. Share your decision”®

wu“@ow

Fax

To: Lisa Gilmare From: G. David Fleming

Fax: 202-690-7755 Pages: 4

Phone: Date: 04/06/98

Re: Phone: 804-330-8540

[J Urgent O For Review O Please Comment [ Please Reply O Please Recycle

® Comrnents:

To follow is the letter of commitment from Aetna U.S. Healthcare. Ihave spoken with David
Murphy, Director of Corporate Advertising, and they are extremely excited about this
opportunity. They are currently in the process of working out the details for how they might
include a designation for organ & tissue donation on their insurance cards. It will most likely
be a sticker that the card-holder can affix.

I am scheduled to meet with them in the next week to finalize their participation with the U.S.
Sports Council on Donation. It looks as if they will be joining as the first corporate partner
and it will be in time to announce at the press conference.

I have also spoken with Jeff Marx and he is confident that we will be able to get Carl Lewis to
Pparticipate in the press conference as a representative from the Sports Council if desired.

Thanks again for all the hard work! Please call with any questions.

1100 Boulders Parkway, Suite 500, Richmond, VA 23225-8770 ¢ & & 804-327-1447
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9E0 Jolly Road

- P.O. Box 1180
= na Blue Bell, PA 19422
'. h Tim Nolan

' 215-775-§190  Fax: 215-T75.6401

April 6, 1599

Donna E. $halala
Secretary of Health and Human Services
Washington, D.C. 20201

Dear Secretary Shalala:

As the nation’s leading health and related benefits organization, Aetna U.S. Healthcare
recognizes our responsibility to pravide education on key health issues to our members
and the public at large.

Our comp:ny has been acrively involved with the California Transplant Donor Network
in educational efforts over the past year. Through this sponsorship we have helped to
teach many Californians, heightening their awareness of the importance of organ and
tissuc donation. This year we arc expanding our sponsorship into Southern California
and Washington State.

We believe: that, in conjunction with the Department of Health and Human Services, we
can help 1o extend these efforts nationslly. We have discussed the possibility of
cmbarking on a program to pravide educeational information about organ and tissue
donation to our constituents across the country: including more than 200,000
participating doctors, hospitals and other health care providets in our network; the plan
sponsors we serve; and the approximately 16 million members and 25,000 employees we
rcach. Indeed, we authorized coverage for approximately 2,000 solid organ and bone
marrow transplants for members Jast year, attesting to our commitment to organ donation
and transplants. Targeting these audiences with the megsage of the importance of organ
and tigsue clonation can give impetus to a campaign to spread this important information
throughout the country.

We would be honored to join the National Organ and Tissue Donation Initiative, and look
forward to a partnership with both the Department of Health and Human Services and the
Coalition on Danation. We plan to meet with the Coalition on Donation in the near
future to clurify how we might work collaboratively on this project.

Sincerelv,

Timpthy Nolan
Head of Field Organization

ok TOTRL PRAGE.B2 *x
04/06/88 TUE 15:26 (TX/RX NO 76731
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E; ? DEPARTMENT OF HEALTH & HUMAN SERVICES Office of the Deputy Secretary
g Washington, D.C. 20201
MEMORANDUM
APR -9 1993
To: Devorah Adler, DPC
_ !
From: Lisa A. Gilmore, HHS .. |
Subject: New partners for the proposed Administration Organ Donation Event

Attached are statements from UAW, MBNA America Bank, Aetna U.S. Healthcare, and Kaiser
Permanente confirming that each has joined as a partner of the National Organ and Tissue
Donation Initiative and has made a commitment to promoting organ and tissue donation. The
four organizations are willing to take part in the proposed Administration announcement and
would send a senior official to the event. We also are optimistic of a confirmation from the
AFL-CIO shortly. We’ve gotten positive signals so far, and Kevin Thurm is waiting for a final
reply from the organization.

In addition, attached is a letter from the American Hospital Association applauding the efforts of
the National Organ and Tissue Donation Initiative. I also have attached information on the
newly-expanded Sports Council. It is very likely that Olympic champion Car] Lewis, the
founding member of the Sports Council and a featured speaker in our federal employee education
video, would participate in the Administration event if invited. The Coalition on Donation also
has put in a request to Michael Jordan’s agent for him to join the Sports Council and would
appreciate it if the White House would invite Mr. Jordan to participate in the proposed event and
on the Sports Council. The Coalition on Donation has recently released the second phase of its
Michael Jordan campaign, and HHS distributed 15,000 Michael Jordan posters to federal
agencies earlier this year. Finally, the National Education Association and United Airlines have
expressed initial interest in being partners, and we hope they commit in time for the event,

Given the upcoming First Family Pledge Congress with the American Society of Transplant
Surgeons on April 14, the Congressional hearing on April 15, the National Donor Recognition
Ceremony on April 18, and the eagerness of the transplant community to promote our news
during National Organ and Tissue Donor Awareness Week NOTDAW, April 18-24), we hope
we can release our announcements regarding new partners, the 1998 organ donation increase, and
the $5 million extramural support program as early as possible. We are in the process of putting
together a video news release for NOTDAW which could focus on the Administration event and
be used to amplify our messages to local media nationwide.

o002 |

1 1ook forward to hearmg from you soon. [ can be reached at work at (202) 690-6133 or at ; 4
“¥land at home atf+% e

Attachments: (1) Statements from UAW, MBNA America Bank, Aectna U.S. Healthcare,
Kaiser Permanente, American Hospital Association
2) Description of the U.S. Sports Council on Donation
cc: Liz Summy
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KAISER PERMANENTE

do12

National Health Services Contracting

March 31, 1999

Lisa Gilmore

Special Assistant to the Deputy Secretary

Co-Chair, National Organ and Tissue Donation Initiative

U.S. Department of Health and Human Services

Office of the Deputy Secretary R
H.H. Humphrey Bldg., Room 614G

200 Independence Avenue, S.W.

Washington, DC 20201

Dear Ms Gilmore,

In response to your request to have Kaiser Permanente partner with the Administrations’
National Organ and Tissue Donation Initiative, we are pleased to accept this invitation.
In addition, we would also be interested in having this partnership highlighted in any
upcoming events.

Kaiser Permanente is committed to communicating within our organization the message
of this life saving effort and the critical shortage of available organs for transplantation.
We intend to identify systems and processes within our organization that will enable us to
educate our members, their families and our employees on the importance of organ and
tissue donation. As you noted in your letter, we are taking the first step in demonstrating
our commitment to this issue by sponsoring a Kaiser Permanente family to attend the
National Donor Recognition ceremony April 16-18".

Again, thank you for this mv1tat on to partner with you on such an important issue.

Please feel free to call me at[ > so we may discuss the next steps with this
project, ]

Sincerely,

Mo

Deborah A Maurer, RN _
Manager, National Transplant Network -

Cc:  Richard Froh, Government Relations
Beverly Hayon, National Media Relations
Christy Edwards, National Health Services-Contracting

1800 Harrison Street o Qakland, California 94612 ¢ 510-271-5910
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April 2, 1999

The Honorable Donna Shalala

Secretary

Department of Health and Human Services
200 Independence Avenue, S.W.
Washington, DC 20201

Dear Secretary Shalala:

As National Organ and Tissue Donor Awareness Week approaches, the American
Hospital Association would like to take this opportunity to applaud the President’s and
your efforts to heighten awareness of the critical need for increased organ donation.
Your willingness to use your resources to reach out to the communities involved in organ
donation has sparked a new and positive discussion on the best strategies for encouraging
more donations.

Those who work in hospitals witness first hand the miracle of successful donation and the
tragedy and frustration of families whose loved ones do not receive organs in time.
Because of these experiences, our members work hard to ensure that all potential donors
or their families are identified and given the opportunity to donate. In addition to their
own individual efforts, hospitals collaborate with their organ procurement organization
partners to develop even better methods for increasing organ donations.

However, the efforts of those directly involved are not enough. Your efforts to increase
public understanding and awareness through the National Organ and Tissue Donation
Initiative are critical. Thank you for your leadership on this issue. We look forward to a
continuing partnership.

Sincerely,

\Lé_—?oU?aL/

Rick Pollack
Executive Vice Presndcm
Government and Public Affairs

Washington, DC Center for Public Aftgirs
Chicage, Winols Center for Heohh Core Leodership

Liberty Ploce, Svite 700
375 Seventh Sueer, N.W.

Washington, DU 200042802
0‘4/05/ 1999 -0 54 (202) 6361100
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Understanding that approximately 90% of Americans rcad about, watch, or
participate in organized sports on a daily basis, we are enthusiastic about utilizing
sports and sports icons to positively influence potential donors.

Instead of recreating the wheel, the Coalition is partnering with the Wendy Mearx
Foundation (the “Foundation™) to increase the reach and effectiveness of the U.S.
Sports Council on Organ Donation that was founded by the Foundation in 1992. This
volunteer network of professional athletes and other prominent sports figures was
=stablished for the single purpose of increasing awareness for the desperate need for
organ donations. The initial programs of the Sports Council have been very
successful, thanks in large part to the commitment of Olympic champion Carl Lewis,
<o-founder and board member of the Foundation.

Other charter members of the Sports Council include: U.S. Senator Bill
Bradley(former N.Y. Knicks all-star); NBC sportscaster Bob Costas; NFL coach
David Shula; and Phyllis George, former CBS sportscaster and Miss America.
Recent additions to the sports council include: Leroy Burrell, Olympic gold medallist
and world-record holder; Bert Jones, former all-pro quarterback for the Colts; Tom
Landry, former coach of the Dallas Cowboys; and the Mickey Mantle Family. We
sre now in the process of officially adding Michael Jordan; Tony Dungy, head coach
of the Tampa Bay Buccaneers; Jerry Rice, all-time NFL leading receiver; Ken
Griffey, Jr., Scattle Mariners; Mike Gardner, San Francisco Giants; Rich DeVos,
owner of the Orlando Magic and President of Amway Corporation; and Carol Shelby,
owner of Shelby Motor Company. -

Each of the members of the Sports Council have authorized the use of their name and
image for approved usc in public awareness activities for the purpose of increasing
organ and tissuc donations. Pleasc note that their services will be provided free of
charge. Current and planned future utilization of the members of the Sports Council
include:

serve as witnesses at celebrity donor card signings;
gucst appearances at special cvents;

creation of public service amouncements; and
inclusion in corporate campaigns.

One of the primary strategic objectives of the Coalition and the Sports Council is to
recruit corporate partners that wish to participate in a cause marketing campaigns
with the members of the Sports Council. These campaigus will be localized by
geography, matching the region with a representative member of the Sports Council.
Creative clements to such a campaign might include posters, billboards, radio and
television spots, brochures and other electronic media elements. Bach campaign will
be cusiomized. Curtent corporate partners outside of the tausplant comiiuluiy
include: Actna U.S, Healthcarc; and Moose International.
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February 26, 1958

The attached letter was sent roday by HHS Secretary Donna E.
Shalala to 8% memhers of Conqress who have signed letters to her

this year concerning the development of regulations on the Organ
Procurement and Transplantation Network.

&n identical letter went to each cf the mempers.



-07/15/99 THU 10:18 FAX

doo3

THF SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, O.C. 20201

'The Honorable
United Statee Senata
Washington, D.C. 20510

Dear Senator:

Thank you for your recent letter concerning the Department of
Health and Human Services’ (HHS) congideration of final
regulations for the Organ Procurement and Transplantation
Network (OPTN) Many members of Congrese have written to me
to communicate a variety of viewpoints on this topic, and I
wish to respond as fully as possible. While I am constrained
from discussing details of the regulation prior to
publication, I think iL is important to share with you the

' prlnciples which are quiding ocur development of these rules.
In partlcular I want members of Conyress Lo understand that I
am committed to vigorous efforts to increase organ donation;
to all patients hav1ng equitable access to organs to Lhe
extent medically feasible; and to the leadershlp of the OPTN
in establishing medical criteria for organ allocation.

As you know, organ transplantation provides 11fe-saving and
life-enhancing benefits to thousands of Americans every year.
American medicine has been a world leader in delivering these
benefits, and during the past two decades, patient and graft
survival rates have improved markedly. In 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 orqanlzatxons, and

indeed all those who work or volunteer in the field of organ
transplantation.

At the same time, 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 national system in which an adegquate supply of organs
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would be available on an equitable basis to patients
throughout the Nation. On both counts -- the adequacy of
orqgan supply as well as equity in distribution -- I believe we
are falling short of the law’s expectaticns.

We continue to have a serious shortage 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 lists today, up from 16,000 in 1988. More
important, about 4,000 Americans died in 1996 -- almost 11
cach day =- while awaiting an organ transplant. It is
estimated that we are achieving only about a third of our
total potcntial for cadaveric organ danation. Improvement in-
bringing about organ donation would substantially reduce the
nunber of Americanc who die while awaiting a transplant, and

that must be our first goal in improving our organ procurement
and transplantation aystem.

| _

In addition, we have not yet achicved many of the important.
benefits of a national organ-~sharing network that were
envisioned by NOTA. In particular, we have not achieved
equitable distribution to those with greatest medical need.
The most visible short-coming is the wide span in avaerage
wvaiting times for those on trangplantation waiting lists. 1In
some areas of our Naliun, patients wait 5 times lenger or more
for an organ than in other areas. Less visible but more
important are the resulting inequities in who receives organs.
Where waiting times are shortest, organs may go to patients
who are less ill; while at the same munent, in areas where
patlents wait longer, organs often are not offered to patients
with greater medical need. 1In the worst cace, palients 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.

It seems clear to me that in passing NOTA, Congress did not
intend for patients in some areas of the Nation to be
disadvantaged in this way. NOTA envisioned a national network
vhich would help bring about the most medically effective use
of organs and the most equitable 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 geographic area, the allocation scheme of the OPTN has
continued tio give preference to local use of organs even if

such organs could be used to save the lives 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 local area. Over 50 percent of these livers went
to patients who were not sick enough to be hospitalized, while
during the same year almost 400 of the 953 patients who died
awaiting transplant were hospitalized at the times of their
deaths. Thus, even though technology has increased our
capability to share organs over a wider geographic area and
thereby give more preference to patients with the greatest
medical need, the OPTN allocation scheme has so far failed to
take full advantage of that opportunity.

Today, almost 15 years 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 improvenments 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 eoncur that the
transplantation network must be operated by professionals in
the traneplant community, and that the policies (including
allocation policies) of the OPTN should be deternmined by
transplant profeeesionale, in an open anvironment that includes

the public¢, particularly transplant patients and donor
families,

At the same time, I also believe that the Dcpartment hae 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
responsibilily of HHS to ensure that this resource is made
available equitably, subject to sound medical practice. Also,
as you know and as we made clear both in our Federal Register
Notice of 1989 and our Notice of Propeosed Rulemaking in 1994,
policies determined by the OPTN must be subjecL Lo approval by
HHS before they can be considered binding on member transplalt
centers tror Medicare and Medicaid particlpation.

Our first goal, as I stated above, must be to increase the
donation of organs for transplantation. While this task is not
within the realm of the OPTN regulation, it is nonetheless the
most important and productive work that can be done now to
save and improve more lives through transplantation.,  As I
hope you are aware, Vice President Gore joined with a large
number of national organizations last December to launch a
National Organ and Tissue Donation Initiative. Among our
partner organizations are the American Medical Association and
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 members to discuss donation
wishes during the preparation of wills and estate planning;
the American Association of Health Plans, which will help
provide educational materials; and the American Red Cross,
which will use its community network to expand public
awareness. More than a dozen other national organizations are
also committed to help reach particular audiences.

As part of the donation initiative, HHS has also proposed new
provisions in the Medicare Conditions of Participation for
Hospitals which would enhance the process by which hospitals
notify an organ procurement organjzation (OPO) of those deaths
that could potentially result in organ donation. The proposal
was suggested by approaches that have already been successful
in several states. Based on these experiences, HHS estimates
that the number of donors nationwide could increase 20 percent
within two years. This would substantially reduce the number

of deaths which occur among patients waiting for an organ
transplant.

The Department’s role is not limited to increasing organ

donations. In keeping with the policy announced by the

. Department in December 1988 and further defined in the 1994
NPRM, the Department’s role is alsa to set a Framework for the

operation of the OPTN and to provide federal oversight of the

praocesser hy which the OPTN allocates organs for

transplantation. In developing our policies, we have been
guided by a number of principles.

While NOTA provided the broad structure and goals for a
national organ transplant network, and while day-to-day
opaerational racponsibility wac aeseigned to a private
contractor under HHS, there has been-too little attention
given to defining the expectations that arc inherent in the
law and applying those expectations to the work of the
contractor. This is the role HHS should play. IS should not
gseek in the first instance to defin-~ specific policies,
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 developing performance and
outcome standards which would be applied to the policies
developed by the OPTN. This is the same approach the
Department adopted in jmplementing the organ procurement

organization provisions. This approach has had widespread
support.

The goal of the performance standards would bhe to make it
possible for patients with the greatest medical need for
transplantation to be more accurately identified by the
national network and to be put at the head of the list for a

s
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suitable organ. In particular, this means the development of
standard patient listing criteria and medical urgency
categories that would enable cur Lransplant network to
reliably assess the medical condition and need of all patients
awaiting transplantation. our approuach would help assure that
those who receive organs are those with greatest medical need
and that organ allocation policies would result In more egual

waiting times (adjusted for severity of illness) across the
country.

It is not the desire or intention of the Department to
interfere in the practice of medicine. Decisions about who
should receive a particular organ in a particular sltuation
involve a subtlety and an urgency which must be dealt with by
transplant professionals. The proper HHS role is, instead, to
assure that the policy framework within which those decisions
are made is one that serves the ends that the law intended.
Thus, for example, it may be necessary for the OPIN to
construct more uniform medical criteria for the appropriate
listing of patients at transplant centers, as well as more
unjiform criteria for the definition of patient status.

Uniform criteria among centers would help assure equitable
treatment for all patients, a clear goal of NOTA that HHS
should help achieve. But the Department would loock to the

i OPTN to develop those criteria. Likewise, it may be necessary
for the OPTN to develop allocation policies that would make
waiting times more equal in the various reglons of the Nation.
Again, this clearly serves the goals of NOTA. But our
regulation would look once more to OPTN to develop the
specific, medically-sound policies for achieving this goal.
The OPTN iz fully capabla of developing policias which would
advance these goals. / HHS does not seek to develop the
policies and would not do so unlaess the OPTN failed to davelop
satisfactory policies of its own.

Further, in order to inform patient choice and monitor the
gquality of care at transplant centerc, information about
transplants and the performance of individual transplant
centers needs to be available to patiente and physiciang in a
form that is current and comprehensible. Recently, HHS and
the OPTN counlractor have experienced disagrecemcnte over the

release of transplant center data. HHS intends to make data
disclosure requirements clearer.

I believe it is time Lu nove forward on these issues. Ae you
know, the policies pertaining tc the OPTN have undergone an
unusual perlod of development and an unusual degree of public
comment. When the NPRM was publighed in 1994, a comment
period of Yu days was provided, and the Department received
comments from 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
committad as we move forward to ensure additicnal
opportunities for comment and Congressional dialogue.

I thank you again for your interest in this inpertant subject.
I believe we have made renarkable progress in the field of
organ transplantation, and I believe we can keep building and
do even better. We can increase ordgan donation, not only
througl: public awareness but by bringing about better
performance by hospitals and OPOs. We can help the Organ
Procurement and Transpiantation 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
policies are equitable, and that those who need crgan
transplants will be treated according to medical need, no
matter where in the country they may be hospitalized, or at

what center they wmay be listed. I believe we owe them no
less.

Sincerely,

Donna E. Shalala
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(301) 443-3376

IMPROVING FAIRNESS AND EFFECTIVENESS
IN ALLOCATING ORGANS FOR TRANSPLANTATION

B' ackground

Since the enactment of the National Organ Transplant Act of 1984, American medicine has been
a world leader in organ transplantation. More people are benefiting from organ transplants and
their survival rates are stzadily improving. In 1996, some 20,000 Americans—about 55 each
day--gained a new lease on a better life through transplantation. At the same time, the rapid

development of iransplant procedures and growth in the organ trarsplant system have brought
new challenges: '

0 The demand for organs for transplantation jar exceeds the supply. Some 4,000 peopie--

10 people every day--die in the U.S. while waiting for a donated kidney, liver, heart, lung
or other organ.
o  InMarch 1998, cpproximately 54,500 people were on the national transplant waiting

list, and the list grows by about 500 each month.

0 Despite technological advances in preserving organs, the system for allocating scarce
organs (especially livers) remains waighted to local organ allocation, instead of hroader
regional or national allocation according to medical need. A patientwho is less ill in
one geographic area with a short waiting list may get-a maiching organ before u patient
whose condition is more medically urgent in another area with a longer waiting time.

v Medical criteria for listing patients and assessing their status vary from one transplant
center to another. making it difficult to objectively compare the medical need of patients
awaiting organ transpiantation in different centers and different areas of the country.

0 While 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 mensuring
quality and making transplant decisions.
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The Re ulati_on

The National Organ 't ransplant Act of 1984 envisioned a nationul transplant system to be
operated by transplant professionals, with oversight by HHS to ensure an equitable allocation
system in the public's interest. The Act created the Organ Procurement and Transplantation
Network, & non-profit private sector network to be operated by a contractor to HHS. Originally.
OPTN membership and policies were voluntary. But with enactment of the Omnibus Budget
Reconciliation Act of 1986 adding Section 1138 of the Social Sveusity Act, all hospitals that
perform transplants and ail organ procurement organizations (OPOs) were required to abide by
the rules and requirements of the OPTN in order to receive Medicare and Medicaid
reimbursement. . '

In December 1989, HHS issued 2 Federal Register notice indicating that all OPTN rules and
requirements would remain voluntary until the Secretary promulgated regulations to define the
roles and policy-making procedures of the OPTN and HHS. A Notice of Proposed Rule Making
containing these definitions was published on September 8, 1994. :

After two extensive comument periods, including three days of special hearings in December,
1996, HHS tnday announced a final rule providing a framework for the operation of the OPTN,
and aimed at assuring that the Nation's organ procurement and transplantation system operates
for the greatest Lenefit of transplant paticnts, The regulation builds on medical technology
advancements; it looks to the medical community for leadership in policy development, with
participation by patients, donors and their families; and it sets performance goals for fair and
effective vse of donated organs.

The rule, to be publisied in the Federal Register in March 1998, with a 60-day opportunity for
additiohal public comment, provides the framework within which the OPTN, its members, and
other participants in organ procurement and transplantation will operate. ‘Lhe rule, which
becomes effective 90 days after publication, sets requirements for the structure of and
membership in the OPTN; the OPTN policy making process, including the Secretary’s oversight
role; standardized criteria for placing transplant candidates on a national waiting list;
identification of organ recipients; equitable organ procurerent and allocation; designation of
transplant programs; review and evaluation of OPTN activities; and record maintenance and
reporting by the OPTN, OPOs and transplant hospitals.
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Kev Principles

Important principies underlying the fizal regulation include.

L]

The Deparunent’s responsibility is to assure that the goals of the National Organ Transplant
Act are Leing rcalized for patients. The Department’s role is to provide hroad cversight and
performazce goals to ensure sn equitable allocation systern that cperates in the best interest of
patients.

The rule docs not dictate medical practice, but provides a bioad framewortk for the OPTN’s
operation and activities. Within that ftamework and the goals of the law, the OPTN hae the
freedom and flexibility to determine the most effective ways to put the policies into practice
nationwide. Individual physiciens will continue to make decisions regarding individual
putiants,

As far us medicaiiy feasible, there should be 2 “level playing field” in organ allocation.
Orgars should be allocated based on patients’ medical need and sourd medical judgment,
with less emphasis on keeping organs in the jocal area where they are procured. Patients
should have an equal chance to receive an organ based on their medical need, not the accident

of geography. Efforts should be made to equalizs waiting times among different regions of
the country.

Standardized 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 help build trust among centers, physicians and patienta.

Patients, their physicians and the public should have timely, accurate and user-friendly
center-specific data on the performance of transplant programs to medsure quality und meke
transplant decisions.

" Transplant decisions should always be based on sound medical judgment to avoid wasting

organs and ensure an efficient and effective system.

HHS policies must be guidad by the interests of patients and the purposes of the law, not ‘he

sometimes conflicting interests of different transplant ceaters

Bo1l
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Maior Provisions

The final regulation establishes a framework within which both the OPTN and the Department
will operate. It delineates the roles of each, providing a basis for the OPTN to act and the
Departmeat to monitor and review these actions to easure an equitable allocation system that
operates for the public’s benefit. Majot provisions include:

o Pelicy Development--The OPTN Board of Directors is responsible for developing organ
allocation policics, with the advice of patients, families and the public. Proposed policies may
be reviewed by the Secretary, and if determined appropriate, published in the Federal Register
for public comment. Entities objecting to OPTN or Secretarial pulivies may submit appeals to
the Secretary in writing. In addition to policies for the equitable allocation of organs, the
OPTN's policy making role includes: policies on the training and expericnce of transplant
surgeons and physicians; policies for nominating OPTN Board members; and other policies as
directed by the Secretary.

o Allocatian of Organs--The OPTN Board of Directors is responsible for developing orgen-
specific policies (including combinations of organs, such as for heart-lung transplants) for
equitable organ allocation among potential recipients. The rule ets three broad performance
goals for organ allocation:

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

-standardized criteria for determining medical status, also based on objective
and measurable medical criteria, sufficient to differentiate patients from least to
most medically urgent

* -organ allocation policies that give privrity to these whose needs arc most
urgent, with the result that differences in waiting times for patients of like
medical status will be reduced;

All of these goals, of course, are subject to considerations of practicality and sound medical
judgment to avoid futile transplants and wasted organs, and 1o promote the eflicient
management of organ placement.

The rulc requires the OPTN board to focus first on appropriste revisions to its current liver-
allocation policy and propose a new liver allocation policy to the Secretary within 60 days of the
regulation’s effective date. Other organ-specific policies must be provided to the Scurstary
within one year of the regulation's effective date.
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o Traosition to New Policies--When the OPTN initiaily revises organ allocation policies, it
must propose transition policies so that people who are already on the national waiting list for
trazsplantation do not receive less favorable treatment than under previnnc policies.

o Beard Composition--The rule raedifies the composition of the OPTN Board of Dircolois. At
least six public members must come from fields such as behavioral science, computer science,
econcmics, ethics, heath care finapcing, law, policy analysis, sociology, statistics or theology.
Another eighi wembers—~at Jeast 25 percent of the board--must represent transplant candidates,
transplant recipients, organ donors and family members. No more than 50 percent of the
members are to be transpiaat surgeons or transplant physicians.

v Public Access te Data—The rule pays special attention to public access to daia. Whet the
Secretary determines that informatou will serve the public's interest, the Secretary may
release it. The rule requires that outcome data be updated every six moaths and be avaiiable
no more than six months later than the period to which they apply. ‘Ihe dzta shall include the
oharusteristics of individual transplant programs as well as rates of non-acceptance of organs
and waiting times, and other dafa useful to patients, their families and physicians in making
transplant decisions.

0 Review and Evaluation—The Secretary or her/his designee may review and evaluate member
OPOs and transplant hospitals where thers is evidence of non-cempliance with the OPTN rule
or actions that risk patients' health or compromise public safety. Sanctions may include
removal of transplant program designation, termination of the transplant hospital's
participation in Medicare or Medicaid, or termination of an OPQ’s Medicare and Medicaid
reimbursement.

EFFECTIVE DATE—These regulations are effective 90 days after publication in the Federal
Register. Comments on this rule are invited. To assure consideration, comments must be
received within 60 days after date of publication in the Federal Register.

ADDRESSES: Wiitten comments should be addressed to Jon L. Nelson, Associate Director,
Office of Special Programs, Bealth Resources and Services Administration, Parklawn Building,
12420 Parklawn Drive, Rockville, MD 20857. All comments received and referenced
background materials will be available for public inspection and copying at the above address,
weekdays (Federal holiday excepted) between 9 a.m. and 4 p.m.

A copy of this rule and selected background materials will be posted on the
Heslth Resources and Services Administration's Division of Trensplantation. ¥eb site a
https//vwww hrsa dhhs gov/bhrd/dot/dotinain.htm.
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WHAT OTHERS HAVE SAID

“In principle, and to the extent technically and practically achicvable, any citizen or
resident of the United Statcs in need of a transplant should be considered as a potential recipient
of each retrieved organ on a basis equal to that of a patient who lives in the area where the organs
or tissues are retricved. Organs and tissucs ought to be distributed o the basis of objective
priority criteria, and not on the basis of aceidents of geography.”

~L.G. Hunsicker, quoted from public testimony in the Report of the Task Force on
Urgan Iransplantation, April 1986 (Dr. Hunsicker iy currently president of the United
Network for Organ Sharing) _

"Organs ‘s.hould be considered a national, rather than a local or regional resource.
Geographical priorities in the allocation of organs stiould be prohibited except when
transportation of organs would threaten their suitability for transplantation.”

--American Medical Association, Code of Medical Ethics (See “Ethical
Considerations in the Allacation of Organs and Other Scarce Medical Resources Among
Patients,” 1996-97 Current Opinions and Annotations, Code of Medical Ethics)

“What should the Department of Health and Human Services do?

“First, stay above the fray., Demonstrate that good medicine and policy drive decisions,
not politics. Insist on sound data — subjected to an independent review — on the effects of
propused modifications of the systcm, The confliots among medical centers are about money and
prestige, as well as the welfare of patients.

"Second, build on the incremental changes that have been made. It is reasonable to apply
strict and standardized rules for placing paticuls vu (Lie waiting list and to set prioritics on the
basis of objective; verifiable criteria for the urgency of transplantation and the likelihood of a
benetit. Standards for the outcomes of transplantation and greater regional distribution of organs
are also reasonable, '

"Third, make it clear that the allocation of a scarce resource on the basis of explicit
criteria can work only on a level playing field. For example, gaming the system by placing
patients on the 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 overell
confidence in the system of allocation. Although billions of dollars are spent on organ
transplantations in the United States each year, the allocation system is built on trust among
physicians, hospitals, procurement organizations, patients, and families of donors ... The system's
success hinges on its public and professional credibility and on the perceptions that it plays no
favorites and rewards altruism.

"Fourth, promote voluntary organ donation ... Increasing the rate of donation requires
broad-based public education, identifying larger numbers of potentially eligible donors, learning
from the experience of successful procurement arganizations, and addressing the reasons that
some families are reluctant to donate." .

— New England Journal of Medicing,. editorial, Feb. 6, 1997
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ORGAN TRANSPLANTATION REGULATION

Countering Misinformation ~ Sceking Fairer Treatment for Patients

Overview: On April 2, HHS published a final regulation concerning operation of the
nation’s organ transplantation network. It gives responsibility to the private sector organ
network io develop policies for allocating organs for transplantation. Within those
poiicies, individual transplant decisions are made on a case-by-case basis by physicians
and patients.

A special focus of the regulation is to help assure fair treatment of patients by using
objective_medical criteria when making organ allocation dectsions. Another goal of the
regulation is to_make waiting times for organs more equal, so that patients in different
parts of country will have more equal opportunity to receive organs for transplartation.

The regulation gives 10 the organ nerwork the responsibility for developing all
these policies, and for assuring that the policies are consistent with sound mnedical
practice. The regulation does not dictate an allocation policy, but rather states broad
goals for equity and medical effectiveness. It looks to the transplant professionals of the

organ network to develop policies that will work.

On June 3,, HHS Secretary Donna E. Shalala responded to 181 members of Congress
concerning misinformation about the regulatian which has been disseminated by the
United Netwark for Organ Sharing, “lIt is regrettable that since we issued our regulations,
[INOS has launched a campaign that factually misrepresents the Department’s intent in
issuing the rule and mischaracterizes its provisions, " she wrote,

Specifically, the regulation:

Does not take over decisions about who should get argans

Does not require ¢ new single national patient waiting list

3. Does not require that organs go (o the very sickest patients

4. Does not result in organ wastage or poor medical use of organs
5. Does not result in allocation to a few large transplant centers

6. Does not result in closure of smaller transplant centers

7. Does not require patients to travel long distances for transplants
8.

9.

I

Mo

Does not disadvantage minaorities or the poor
Does not reduce organ donation

0. Does not result In fewer patlents getting transplants, nor fewer lives
saved,



07157849 TEU 10:28 FAX diote

'’

maintaitted by UNOS, and lists all persons sceking transplants. That list docs not now function
es a priority wait list, and the regulations do not require that it ever Co sa.) The notion of a
national allocation-controlling list is purely fictional.

UNOS’ own Liver Commitiee has in the past recommended alternatives to the presert system
that involve approaches other than a national list. And UNOS' owu cuiuputer modeling, which
ie eited in the preamble to the regulations, shows that the removal of artificial barriers to organ
sharing results in essentially the same number of people receiving transplants under at least two
of ihe uptious considered by the Liver Cornmitiee — and more, not fewer, lives saved under all
three of the UNOS-modeled options to the current policy.

3 UNOSclaim: The regulations will result in ... forcing doctors to transplant livers into the
very sickest perients.. "

The regulations do ot mandate transplants to the “sickest” first, without regard to consequenaes.
Doctors will not be forced to treat patients in any respect contrary to their medical judgrrent.

UNGS’ current liver allocation system already ranks patients in order of medical urgency ad
senerally aims at allocating organs to sicker patients. The regulation would not upset this
principle, but would require that allocation policies be designed to reduce geographic disparities
i waiting times, with doctors continuing to make the medical judgment as to who should be
transplanted.

4 UNOSclaim: “Under the new regulations, we project increased wastage of precious organs
due to excesyive trunsic time — organs that could have saved a life if used promptly in a local
setting. "

The regulation explicitly prohibits allacatinn policies that would result in such wastage of
organs. In the words of the preamble: “Broad geographic sharing should not come at the
expense of wasting organs through excessive transpurislion liies.” And in the language of the
regulation itself: orpan allocation policies will be designed by the organ network in such a way
as “to avoid futile transplantation, to avoid wasting organs, and tc promote efficient management
of organ placement.”

ta

UNQS claim: “The new system would allocate dorated organs away from patients at the

vast majority of the country's transplant centers and shift those organs to the largest
cenfery.”

When organs are allocated in the future with au emphasis on medical need, then small and
medium-sized centars will receive organs because they also serve patients with the greatest
medical need. Saving lives by serving patients with greatest medical need is a desirable goal,
and it is already accomplished by small as well as large ceaters.
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10. UNOS claim: “The impact of the regulations would be to lengthen the amount of time sick
people must wait for transplants, and reduce the number of people who get tham.”

Assertions about how long people will wait for transpiants, or the number of people who will get
them. are without foundation since the allocation nolicies have yet to be establistied by the organ
network. Until the policies exist, it is not possible to estimate what their effects will be. It is
hard to imaginc that the organ nctwork would develop policics whosc disadvantages outweigh
their advantages. Modeling by the organ network itself indicates that a variety of policy
alternative exist which would be improvements on the existing situation. It remains only for the
network to begin the work of develaping the policies.
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASLRINGTON, D.{. 29271

0cT 6 1928

The Honorable Arlen Specter
United Stales Senate
Washirgton, D.C. 2051C-1304

Drear Chairmna Specter:

As you know, this week the appropriations commiitess may be asked w consider a nider that
woinld deley implementation: of the Department’s April 2 patient fairmess rule. The rule is
designed 1o reduce or eliminate current inequities in the policies of the Organ Procurement and
Transplantaiicn Network (OPTN). Under these policies, where a patient lives, or at which
hospiral & pativut Lists, largely determines whether the patient will live or die. The policias e
contrary to the National Organ Transplart Act, which requires a fair national system of organ
allocation,

Any acditanz] delay o7 the patient faimess rule is unjustified. The rule bas alrzedy been the
subject of cxtraordinary public review and comment. The rule was ariginzlly published for
comment in 1994, The public comment period was 2xtended in 1996, and additionally, the
Department conducted three days of public hearings in Doceiaber of that year. On Apnl 2 of this
vear. HHS published the rule, but provided yet another public comment petiod, which was then
extended in the most recent emergency supplemental appropriations bill. There have been
hearings in the House and Senate on the April 2 rule, as well. All sides have been heard on this
issue multiple times; there have been four years of comments and five public hearings on issues
contained in the rule. '

On June 19, 1998, at the request of the Department’s appropriations and autherizing committess,
representstives of HHS and the Unated Network for Organ Sharing (UNOS), which manages the
OPTN, began a series of meetings comprising 50 hours of discussion about the intent of the rule.
The Admmnistrative Procedures Act provented an actual negotiation 2bout the regulation. Any
changes in the rule, if necessary, will result from the public comment process. During the
meetings, HHS staff clarified several 1ssues thai had been of most concern o UNCS:
specifically, allocation policies will be developed by UNQS, not the Department. HHS also
emphasized that the regulation does not require a national list. HHS reiterated that there should
not be an arbitrary policy requiring that only the sickest patients he transplarited, but that padents
with the greatest medical urgency, based on sound medical judgment, not geography, should be
transplameed, HHS made it clear to UNOS that it should not develop poticics that adversely affect
small tronsplant centers or unduly benefit Jarge transplant centers.

During the final meeting between HHS and 1/NQOS, the respective parties in the room concurred
on draft language thet both sides felt could form the basis for a mutual understanding. In the end,
TUNOGS would not agree Lo the language. It sccms that UNOS believes its political interests are
best served by suspension of the patient fairness regulation. :
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Most recently, at the request of Congressional opponeuts of the rule, HHS staff met with
representatives of u coalition of transplant centers that have been most vocal in their opposition
to the regulation. While there was general agreement about policy goals for the transplantation
network , we were informed that further discussions were pointless because of the '
coalition’s belief that the Federal Government has no authority in overseeing the taxpaycr-
subsidized transplant system.

In enacting the National Organ Transplant Act, Congress clearly provided for 2 gnvernmental
role in ensuring accountability and fairness in the transplant system. The Federal Government is
the Nation’s Jargest payer for transplant services. HHS alone pays for more thun half the
transplant surgeries in the United States. Patients, whom we represent, must have a larger voice
in policy deeisions that affect their lives. I urge you again to reject any actions that would
compromise patient well-being and the authority of the Federal Government to approve policies
that determine substantial expenditure of tax doilars.

Thank you for your atiention to this matter. Please let me know if | can provide you with further

informotion.

~—Sincerely,
N\,
\,

y

Donna E. Shalata

@o1s
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Changing the US transplant system

In the USA, where you live can determine whetier
or not you reecive an organ trensplant. That is
because the US ozgan allocation system is broken up
into 11 regions end operates @ “locals first” policy in
which orguns aze first offered o paticats in the erea
where the organs were abtained, then to patients in
the eurrounding region, and finslly to patcats in the
tese of the natian. As ¢ result, 1 padent living in one
part of the country iy mreetve ¥ trznvplant befure
unother patient with greater medical need living in
anther part of the country.

To try to reduce such geographica! disparities, US
Scerstary of Heslth end Human Services, Donnuy
Shalala, has proposed new regulations (at will
require the oatkml Organ  Procusement  and
Transplantation Network (OPTN), a private sector
system of OTgun procuremens orpanisyticuns sud
rransplent centres establishied by the 1984 National
COrgan ‘transplant Act, to revise (s allocadon pulicics
so thal eligiblerpaticnx are noc denied & rransplant
becayse of where they live,

Precisely how the OPTN is 1o attain this goal is
left to the aetwark io work out, but the policics must
satisfy three performance goals, They must catablish
standavdised criteria for decermining which pationu
are medically efigible 1o be put on transplant waiting
lims and for derermining the medical smaws of
patients, o that the mcdical nceds of diffezent
pedents can bhe compared; and they must cot up
allocation protocols that will reduce the influence of
geographical factors 10 thut organs will first go to
thoxe wirh the highest medical urgency. In pursuit of
these gouls, however, the regulations do not require
the OFI'N tn adape palicies which, because they are
impractical of er¢ connry tv sund medical
judgmenr, 12ad to furile transplans and organ
wastage.

Oa the face of i, it 3 hard w scc what is
objectonable xboue Shalala’sc proposal, but the
response of the United Network of Orgun Sharing
(UNOS), the DHIIS cenuuctar that operates
OIFI'N, has heen furious. In a letter seat to cvery US
Senaror last spring, thce outgoing president of
UMOS, L ¢ Hunsicker, dsceribagd the regulationk us
8 “federalization of the current systemt which takes
away control af the trzaspline syrrem from docters

aund putenty in almost 30C transpiant centers and

hands it over to Federul regulators” and forces
doctors to give livers “to the very sickest paticn®,
wha are likely 1o require second or third ansplants
wnd thus use organs thar eould have gone to save
other patens. Hunsicker predicts chat  che
reglations will make it more difficulc for most
patents 1o receive a wunsplant becauee organs will
be shunted towards a few large trunsplant cenires
with the longest waiting licte and the sickest patients,

Rur it is hard ta ree how the regularons amaourit 1o

8 “federalizution” of the US transplant system, when
they merely set ppcformance goals and allow OPTN
w de'vc‘up the policies. The reguiations slsa do not
require that wausplanee be given o thy *wury
sickest” paticnts bur rather that preference be glven
tw those who ace “very ill but whoe, in the judgment
of their physicians, have @ reasonable [ikelihood of
post-inusplaat survivdd® uver those who are less
rmedically urgent. Finally, it is hapd to predics, before
OFTN has formulgred the fingl polides, what
impact the regulations will heve on smaller
transplant centees. Howeves, il can be argued that
since where organs will go will depend un the nreds
of patients and not the size of the teansplsat ceneee
smaller programmes could fare well under the new
rules.

But what is cfear is thae the rhetoric adopted by
UNOS and othier opponents of dic praposal is not
helpful and has already caused mischief, Tiwa states
have passed legislation thar gives state residents
priority for organs donated within those etates.
Several other states are cansidering similor laws,
which, if they survive ¢ourt challenge, will furdher
fragment the US urgua allocation system.

1he new regulstions proposed by Scererary
Shglala seem 10 give the newwork sufficient leeway to
wove diser Ly the disired goal without requiring it
to adopt policies thar will waste ongans o force
doctors to parfortn fucile transplants. UNOS would
better serve the treasplant comumunity if it
absndoned its stunce snd began working with
DHHS t draw up allocudon policies thar arc
practical and fair.

The Lancet
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Analysis: Systems costs lives, organs

Surnday, Junc 6, 1939

BY DAVID RESS

Tuwes-Dispatch Staff Writer

O one side of e 1ivet, pationts can get a transplant afer walting just &

tew months. Op the wther side, sicker patients wait for years.

Many die.

The river is the Hudson, 1t also can be the Ohio, the Missour:, the Red, the
San Joaguin. It is onz2 of the boundary lines across which few organs travel.
The Rickumond-»ascd United Netwerk for Qrgan Sharing, which rnuns the nation's
organ allocation sysiem, has said that meinly local use of organs recoversd
from the dead is tire tairest and most efficient way of allocating a

lifesaving resource.

But a Times-Disputch analysis of UNOS statistics and reports shows that:
Relatively healthy peapls in some states are getting liver and hzart

transplants while others nearby die.

Fospitals are discarding more livers, hecurts and kidoeys than they once did.
More adults are receiving livers and hearts from dead children and

teen~-agers, even 4s the number of pediatric patients signing up for

ifesaving transplants rises.

Patients for whom it is difficult to find matches may be increasingly

unlikely to gel wausplaats.

UNOS says its emphasis on local use of organs saves wmore lives, wastes fewer
organs and encourages people to become organ donots by reassuring them their
dometions will help their neighbors.

"Al the outset, it must be acknowledged that there is a dire shortage of

organs for transplantation,” said Walter K. Graham, UNOS executive director,
That shortage, and the fact that people who need a transplant die if they

don't get ene, means faimess has to be key goal when allocating organs,
Graham said in a recent speech. So does making sure that the most people
benefit: The sicker patients are when they have a transplant, the less

iikely they are (0 survive.

That mieans UNOS must "seek a balance of principlss that are sometimes in
compaution with ouz wuother,” he said.

One thing UNOS is sure of: Lacal use of donated organs encourages people to
agree to become donors and ensures that doctors and nurses identify as many
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potential donors armong the recently deceased as possible.

"The strength of this rationale can be scen in the dramatic increases of

organ recovery in areas where a particular type of transplant had not been
performed previously,” Graham said.

The shortage of organs is probably what is causing the increase in discards
as orpan procurement specialists try to close the gap by tecovering morc
organs trom older donors, UNCE spokesman Joel INewiian sald,

UNOS has said that broader sharing would give large hospitals control of a
business that can bring in hundreds of thousands of dollars for a single
operation -- and it is some of those hig haspitals that are pushing hardest
within UNOS and with federal officials for a change in zllocation policy.
But patent groups say the UNOS policy requiring that organs be offered
first to local patients means people are dying needlessly. The local areas,

the territory covered by a federally chartered organ procurement
organization, can range in size from several states to single cities. Some

of the 64 procurement organizations, which are responsible for recovering
vigaus in their termitory, arc based at a single hospital.

By discouraging sharing, the system is aimed more at protecting smali and
medium-size hospitals' transplant businesses by ensuring them access to as
many organs as possible, patient groups say.

UNOS statistics analyzed by The Times-Dispatch show that in one large city
botween 1994 and 1997, more than 230 liver patients died while waiting for a
transplant; 976 transplants were performed.

Nearby, surgeons performed gansplants on 177 Liver paticuts, including 120
relatively healthy ones who waited an average of 60 days each. Eighteen
people died while waiting for a transplant, about half the rate in the city.
UNOS would not identify the areas, bt cross-checking some of the dzath and
transplant statistics against an earlier report suggested that they were New
York City and New Jursoy, respectively. '
No waiting time could be calculated for New York patients as healthy as the
New Jerseyans, because so few received transplants. New Yorkers who were as
healthy when they signed up for a transplant but whose chronic liver disease
worsened until they required intensive care waited 422 days for a transplant
QI avelrage. '

The same analysis suggested that in Baltimore, 13 patients who went to the
hospital needing intensive care for severe liver disease waited an average

of 105 days for a transplant, A 100-minute airplane trip away, in Nashville,
Tenn., the median waiting time for 14 patients who didn't even need to be in
the hoepital was 67 days.

The median waiting time nationally for those as sick as the Baltimore
patients was 13 days. A national aveiage wait for people as healthy as the
Tennesseans cannot be calculated, because such a small fraction of such
patients receive transplants.

"It is inevitable that differences in outcomes will exist in situations

where multiple local units are involved in the distribution of benefits,"
UNOS exccutive dircctor Graham said. Geographic differences may te due to
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differences in the incidence of disease, too.

1t 1s tough to do away with all geographic differences, said Lr. Marc

Posner, the head of Virpinia Commonwealth University's Medical College of
Virginia Hospitals' biver transplant team.

"You have o diaw the boundary semcewhere," he said.

But fzwer peoapls would die warting if organs were offered to the sickest
peaple in a region before they were cffered 1 local people whose needs werc
less urgent, a consuliant's stucy for UNQS said. That approach, which the
LWOS board may consider later this vear, would increase deaths after
transplant but increase transplants for the sickest patients and for

children, a summary of the swdy shews,

Meanwhiie, UNGS statistics also show that neacly one wut of every 14 Jivers
donated by faraihies from their deceased childrer, spouses, siblings or
narents is diccarded, up from one of everv 25 donatinns a decade ago.

More than eizht of every 10 unusad livers are discarded locally and not
shared. The reasons were not reported.

The number of organs kept lucally and nov shared haz climbad over the past
decade from about one of every four donations to niore than two of every
three. Over the same tirne, 45 hospitals opened liver transplent programs;
since the Incal-nse rule went into effect, nearly twe dozen hospitals have
entzred the business. -

Nearly oue out of every 10 kadneys doneted is discarded, up from zbout cne
of every 30 & decade ago, while roughly one of every 50 hearts donated 1s
discarded, up from one of every 200 a decade ago.

The statistics also show that surgeons transplanted 577 livers from dead
children and teen-agers into adults in 1997,

Morc than 1,400 pediatric patients were waziting for transplants at the end

of that year.

A total of 555 children and teen-agers received trausplans in 1997, 22

fewer than the adults who received organs from child or teen-age donors.
UNOS spokesman Newman said most of the pediatric organs transplanted are
from teen-age donors and there are relatively few teen-age transplant
candidates.

(¢} 1999, Richimond Newspapers Inc.
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Qrgan Network Changes Liver Polcy

AP Online
05,/24/99, 1:41p
(Copyright & 1935, AP Jnfine)

By LAURS MCCKLCR
Associoted Press Wnter

WASHINGTON (AP) — Mare donated livers will be direcied to the
sickest transplant patients under o new policy approved today by the
nation's tronsplant network.

The United Network for Organ Sharing is also poised to release dato
about individua! tronsplant centers for the first time, including the
survival rotes of their patients.

In both cases, the changes represent a reireat for the network ofter
more Lhun g yeur of defending its current system under pressire from
the Department of Hea'th ond Human Services.

HHS issuad rules last year ordering the network to create a new
system that would get more orgons to the sickest patients. But the
network hos insisted on its system, which relies heavily on geography.

The HHS rules also caled for the network to release more data, but
transplant centers huve balkes, saying it wos unfair to release
potentially embarrassing or misleading data about individual hospitals
and doctors.

Hoping to stop these rules, the network mounted an intense lobhying
effort ond persuaded Congress Lo deluy them until the foll.

But, meeling today in Atlanta, the board moved closer to whal HHS
wante.
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In distributing doriated crgans, the liver peiicy hos engendered the
fiercest debate, partially hesrice thare s an acute shortage of livers
and very few other medica’ options for patients who nzed riew ones.

The policy adcpted today wii direc': more lvers to the sickest
potients - trose clossified s "stotus 1." These are people who cre
sudden'y struck by iiver disease ¢nd hcve a week or iess to five.

Under the current cystem, livars are offereg first Lo slulus 1 ootients in
the iacal aren. ¥ there are no imadica! molches, they ore cifered ‘o
other loca' potients, in ordzr of medical u urgency. | if there gre stiil no
locat melchizs, livers are offered to octionis in the surrounding regica,
sickest first.

The new uouq wouig kick in of therz are no focal stotus 1 meicnes. In
this case, fivers would be oifered to siatus 1 oatients fhroughout the
region before b°mc offered less urgent locc! cendidates

Under current policy, 6.7 percen? of dercted fvers ¢o o sigius )
patiznts. Tre netwark :.\p ots thet to rise (¢ 14.3 percent urder the
new peiicy. The percentages guing to fass urgent patients = those in
stotus 24, 28 and 3 ~ all drop sightly.

Tre HHS requlation wanted the network to go further, athough
qovernmant officiu's huve scid they arz wiling to cemercrise. The
rule called for the eliminction of gengraphic boundaries, while the new
retwvork policy shlf refies on regiona! lines.

A liver donated ir. Cleveiand. for instance, might be directed to
someone who is relatively healihy even if there is u status 1 patient in
nearby Pittshurgh, becouse the regionai [ng is drawn between
Pennsylvania and Ohio.

Nationally, there are 63 locel areas ard ning regions.



