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MEDICARE NEWS

EMBARGOED FOR 5:00 P.M. RELEASE CONTACT: HCFA Press Office
Wednesday, November 24, 1999 (202) 690-6145

HCFA ANNOUNCES NEW STEPS FOR RACIAL EQUALITY
IN KIDNEY TRANSPLANTATION

The Health Care Financing Administration announced today that the Medicare program is taking
new steps to ensure that all patients with renal failure, regardless of race or ethnicity, are being
evaluated for kidney transplantation.

The effort will include communication, enforcement and technical assistance to dialysis centers,
which are required by regulation to assure that all patients in the facility are assessed for and fully
informed about their suitability for transplantation as part of the patient’s long-term care plan.

“Medicare rules require that all patients with kidney failure be evaluated and informed about
transplantation,” said HCFA Administrator Nancy-Ann DeParle. “We want to be sure this is happening
and be sure there is equal opportunity for transplantation when needed, regardless of a patient’s race.”

The Medicare program provides insurance coverage for most Americans with permanent kidney
failure, paying for dialysis treatment and transplantation through the End State Renal Disease (ESRD)
program. Medicare covers a total of 310,000 ESRD patients, with estimated fiscal year 1999 spending
of $11.8 billion.

HCFA'’s announcement was made as a study by John Ayanian, M.D., and colleagues at Harvard
Medical School appeared in the New England Journal of Medicine. The investigators interviewed a
sample of patients with kidney failure and found that black end stage renal disease (ESRD) patients
were less likely than white ESRD patients to want a transplant (76.3 percent vs. 79.3 percent among
women, and 80.7 percent vs. 85.5 percent among men).

Racial differences were substantially greater in rates of referral for a transplant evaluation (50.4
percent for black woman and 70.5 percent for white women, and 53.9 percent for black men vs. 76.2
percent for white men) and placement on a waiting list for transplantation within 18 months after
starting dialysis (31.3 percent for black women vs. 56.5 percent for white women, and 35.3 percent for
black men vs. 60.6 percent for white men). These racial differences remained significant after
adjusting for patients” preferences and expectations about transplantations, sociodemographic
characteristics, health status, perceptions of care and comorbid illnesses.

Medicare will take a three-pronged approach to addressing transplant assessment disparities:
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First, the program will remind all certified dialysis facilities of its requirements that all ESRD
patients are to be assessed for and fully informed about transplantation as part of the patient’s long-
term care plan.

Second, HCFA will work with the State Survey Agencies in evaluating the study findings
and paying particular attention to dialysis facility compliance with regulations. State Survey Agencies
inspect ESRD and other health care facilities to determine their compliance with Medicare certification
Tequirements.

Finally, Medicare will work with the ESRD Network Organizations to identify ways that
the Networks can work with the patients, the renal community, and the dialysis facilities in their area to
increase transplant assessment rates. ESRD Network Organizations monitor the quality of care

provided in dialysis facilities and assist facilities to improve patient care as opportunities present
themselves.

“All three approaches will enforce and reinforce Medicare’s commitment to its ESRD
beneficiaries by assuring that they will receive the quality of care that they depend on, including the
opportunity to be fully informed about and assessed for transplantation,” DePatle said.

TOTAL P.@3
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Ang THANSFONTATION

November 15, 1999

The Hounorablc Trent Lott
Majority Leadex

United States Senate .
$-230, The Capitol
Wastington, D.C. 20510

Dear Senator Lott:

I am pleased that Congressional leaders and the administration zecently reached a consensus
agreement concerning the implementation date for a new regulation (the revised Final Rule)
aimed at modernizing our national organ transplantation and allocation system.

It is my understanding that the revised Final Rule, first proposed in February 1998 by the
Sccretary of Health and Human Services, will go into effect six weeks afier the FY2000 Labor-
HHS appropriations bill becomes law. This would presumably entail a 21-day period for public
comment and then an additional 21 days for the Secretary to review those comments.

Asyouknow.Ihavebeenacﬁveinﬂxcdebatewmaimaind:emosthtﬁwbleandadvmced
wanspiantation systeta. I want to ensure that this geod-faith, above-the-board agreement on
implementing the revised Final Rule is not subverted by countervailing lcgislative language.
Therefore, [ ask that ] be notified immediately should any amendment, resohution, or sense of the
Scnate be offered or otherwise come under cousideration by the Senate that addresses this subject
either directly or indirectly. I would also appreciate being notified prior to any unanimous
consent being granted or the disposal of any motion with regard to any Semate action on this
subject matter,

Thank you for your assistence with this important matte.

RIS5/ps

WonLo Wit WeE: htd/www senata.gov/~sentorum
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November 15, 1999
The Honorable Trent Lott
Majority Leader
United States Sevate
$-230, The Capitol
Washington, D.C. 20510
Dear Senator Lott;

IMp!eascdmmCongtwsionﬂlmdasmdmeadminim:donrmﬂymchcdnmnmm
agreement concerning the implementation date for a new regulation (the revised Final Rule}
aimadatmodemizingomnaﬁoulommunsplamaﬁonmdmocaﬁonsym

Ithmytmdnstnndingthaﬂhcmviudﬁnlkule,ﬁrstpmposedinhbrmxy 1998 by the
Seaumyof}udmmdﬂmm,wiugohmeﬂbasixwuksaﬁummmubor—
HHS appropriations bill becomes law. This would presumably entail a 21-day period for pubtic
comment and then an additional 21 days for the Secretary to review those compments.

Asyouknow.Ihavebeenacﬁvcinthcdemtomaiznainﬂ:emoswqtﬁmblemdadvmccd

Wansplantation systeta. I want ¢o ensure that this good-faith, above-the-board agreement on
hnplamenﬁngtherwisethanxdeismtmbvenedbycomaiﬁng Icgisiative language.

consmtbeinggmmedorﬂudisposelofanymoﬁonﬁﬂxmgmdwmy&nm“ﬁononthis
subject matter,

Thank you for your assistance with this important matter.

si

Rick Samtorom
RJS5/ps

WoaLo WDt WEE: http//www.senata.gev/-santorum
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CONGRESSIONAL OPPONENTS OF FAIRER ORGAN TRANSPLANT SYSTEM
THREATEN BIPARTISAN AGREEMENT ON HHS RULE

ackground: Congressional opponents of the HHS rule to encourage a fairer organ transplant
system are attempting to overturn a bipartisan agreement reached last week between the
Administration and congressional negotiators designated by the Republican lcadership. The
vetoed Labor-HHS bill contained an unacceptable policy rider that prohibited the HHS rule
trom going into effect for 90 days, and established a duplicative public comment and
republication process designed to delay the rule even further. The bipartisan agreement
reached last week greatly shortened and simplified the process by permitting the rule to go
forward immediately after a six week consultation process with the transplant community.
Congressional opponents of the rule, led by Senate Republican leaders, are now reneging on
that agreement and adding the original vetoed language to the Work Incentives Act.

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

In October 1998, Congress enacted a one-year moratorium on implcmcntation of the final rule
and asked the Institute of Medicine to conduct a study of related issues. The IOM report
broadly validates the goals and requirements of the rule, including the importance of strong
federal oversight of the transplant systen; broader sharing of organs; and the importance of
transplanting organs into the most medically urgent patients. HHS publishéd an amended
final rule in October 1999 that is fully consistent with the IOM report and includes other
changes recommended during hundreds of hours of additional discussions over the last year
between HHS officials and representatives of the transplant community.

neressional Opponer a1re : nege O i >
Administration representatives worked in good faith with lcadcrshxp desi gnau.d COnngaSlond]
negotiators last week to reach agreement on the six weck delayed effective date for the HHS
rule. House Appropriations Committee Chairman Young, Labor-HHS Subcommittee
Chainnan Porter and other key members were directly involved in what was understood (o be
a final agreement. Last minute efforts to renege on the agreement are clearly inconsistent
with the spirit of the negotiations and raise serious questions about the finality of other
negotiated agreements. These efforts also are inconsistent with commitments made last year
that the one-year moratorium imposed at the time would be the final congressional delay.

Extende ratori at nde
The bipartisan agreement reached last week includes report language expressing the intent of
Congress to impose no further delay in the rule beyond the six week consultation period.
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However, opponents of the rule in the transplant community and the Congress consider
congressional moratoria to be their “ace-in-the-hole” and intend to continue pursuing a series
of delays until authorizing legislation or outside litigation can achieve their long-term goal of
preventing HHS from requiring a fairer organ allocation system. The new 90 day moratorium
is designed to block the rule unti! Congress can return next year and delay the rule again,
either through supplemental appropriations legislation or through a reauthorization of the
National Organ Transplantation Act (NOTA). NOTA reauthorization legislation sponsored
by Representative Bliley, whose district includes the OPTN’s headquarters, would block the
rule permanently and has already been reported by the House Commerce Committee.

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

:d Delay will Prevent Coper K1ng [ . .
Reauthorization: The HHS rule provides the OPTN with three months after the rule becomes
effective to develop a proposed allocation policy for livers. This process, setting palicy for
the scarces! organ, is widely considered to be a key test of whether and how the transplant
community will develop a fairer and more uniform allocation system. In considering
legislation to reauthorize NOTA, it is critical that Congress be informed by this process.

However, under the new 90 day moratorium, it would be a minimum of six months — Jate May
2000 at the earliest - before the OPTN is required to come forward with a new allocation
policy. Additional congressional riders or litigation brought about by the duplicative
comment and republication language would likely delay the process further. This wouid
delay the network’s production of a liver policy beyond congressional NOTA hearings, and
perhaps beyond the passage of a NOTA reauthorization bill as well. Conversely, under the
bipartisan agreement reached last week, the network would be required to produce 2 liver
policy no later than April 1, 2000.

Extended Moratoriym is Fundamentally Inconsistent with Sound Policy and Health Concerns:
Given that almost 5,000 patients die each year while awaiting an organ transplant, it is
inappropriate for the Congress to continue to block responsible federal guidelines that can
help to establish a fairer organ allocation system. The IOM, charged by Congress with
reviewing the HHS rule, strongly supported the core concepts of broader sharing o better
serve the most medically-urgent patients, and strong federal oversight to ensure
accountability in the system. Congress should let the process move forward and then exercise
appropriate oversight and timely reauthorization of the NOTA statute.

w
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_ The final ryle entitled “Organ Prosurement and Transplantation Network®, promulgated
by the Secretary of Health and Human Sefvices on April 2, 1998, together with the amendments
v to such tules promylgated an Octaber 20, 1999 shall not become effective before the expirgtion
of the 90~ddy period beginning on the date of enactment of this Act.
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COPY FOR YOUR
INFORMATION

FHE SECRETARY OF HEAQ |+ AND HUMAN SERVICES
WATNINGTON. D.C 20200

0CT 27 195

MEMORANDUM FOR THE PRESIDENT

As you know, the Department of Health and Human Services has been workisg fur a aumber of
years toward improving the Nation's system of organ procurement and transplantation. Our goal
. {s to make the system operate for the greatest possible benefit of patients. We believe

improvements in the organ transplant system could result in saving hundreds more lives each
year.

Toward the goal of saving more lives, we have moved in two areas. With the Vice President's’
leadership, we have undertaken a National Initiative to increase organ donation. Thig effort has
produced successful results in its first year. At the same timme, HHS developed regulations to
carry out the purposes of the National Organ Trausplant Act of 1984. These provisions,
developed over a period of yeara with extensive opportunmes for comment, were publishad x4 2
Final Rule on April 2, 1998.

Our Final Rule was supported by patients' groups and many prominent transplant centers and
professionals, but was opposed by the HHS contractor which operates the Organ Procurement
and Transplantation Network (OPTN) and hy athers in the transplant community, Last Fall,
Congress imposed & one-year moratorium on implementation of the Final Rule, and mandated
that & study of (he iysue be caried out by the National Academy of Science's Institute of

Medicine (10M). Congrees also asked for further consultation between HHS and the transplant
community, Both of these actions have been completed.

The IOM published its study in July. Its findings strongly validated the concerns and the
approsch of the MHS Final Rule. In particular, the study reinforced the naed for Federal
oversight of the Nation's organ procurement and transplantation system — not to impose
government in medical decision-making, but to ensurc that the policies of the OPTN were
operating fairly and effectively in the public intorest. Throughout this year, HHS also continued
meeting with the various elements of the transplant community, listening to concerns about the
Final Rule and identifying common goals,

On October 20, HHS publishcd amendments to the Final Rule which reflect the findings of the
IOM report as well a3 our discussions with the transplant community, These amendments
especially benefit from the input provided by the IOM, and they tepresent impruveinents in the

£0°d ¢00°ON ZZ:p7 66.42 120 rell-56¢-20z: a1 TISNNDD THYINTD
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Page 2 — The Prosident

Final Rule. But at ths same time, we have preserved the core features of our Final Rule, which
are the foundation for improving our system for patients. In particular, this means using standard
medical criteria, developed by transplant professionals themselves, to decide which patients will

teceive organs. This is the only way to ensure that organs will reach patients who need them
most.

Opponents of our Final Rule arc once again seeking 1o use the Appropriations process to impose
a renewed moratorium on the Final Rule. The Administration is on record as strongly opposing
any new moratorium. 1 want to urge that we remain strong in defending our current position and
insiat that the rogulation go forward as scheduled. Our approach has been validated by the IOM
study that Congress ordered, we have listened to the concerns of all elements in the organ
transplant community, and we must remain commitied to an organ transplunt sysiein that saves
more lives by serving patients in the fairest and most medically effective way possible,

In addition, both Congress and the Executive Rranch should he concemed about the integrity of
Federal spending for transplants. Medicare and Medicaid alone pay for more than half of
transplant costs in the United States, However, without the Final Rulo to dofino the Pedersl! role

in our transplant system, the government has little useable authority to assure that these Faderal
dollars are being used in a fair and effective manner,

Our goal is to work cooperatively with the trangplant community to ensure the best possible
transplant systcm for Amcricans. We have been carefitl not to inject government into decisions
which must be left to medical professionals. Instead, we have designed a carefully balanced
approach in which the Federal Government can carry out the oversight role which the IOM so
clearly reaffirmed.

For these reasons, I would urge you to reject any actions by Congress that would further delay
implementation of the Final Rule.

. Shalala

Atwachments
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Ensuring a healthy system -
Monday. October 25, 1999
The Clinton administration continues to push for a .H:ve Your Say
Chatter Box Foryrt
more rational system of allocating donated organs.
That's good for sick people. ¢ Nevp Chat
= Toke today's poll
But the push leaves a lot of room for input from ¢ LigUnag
hospitals and doctors involved in trangplant surgery, ¢ Sendaletterto the
That's goad for all concerned. Blain Dealar
e Qplnion & Ideqs

Whether the United Network tor Organ Sharing, the Home

hespital organization that set up the current system LiveLines
| of allocating transplants, can recognize the common

good remains to be seen, Thus far, UNOS has been  * Shouldaclaotias
fmuch too Intent on defending its methods to flaoa tapaally
acknowladge that patients might be better served

by a few changes.

Market Place

|8.'ln5l altoras
Donna Shalala, secretary of Health and Human hoppar's Guides

g Services, has expressed a willingness to iay down Yallow Pagas

the law if UNOS balks at dolng its work the way its
amployer, the federal government, wanis & done.
But Shalala clavarly has stopped well short of
dictating preclsaly what UNOS must do.

Instead, har departmaent has set forth broad

administrative requirements and left the detalls for
the medical professionals at UNCS to decide.

As ¥ resull, comimenty ke thuse of UNQS board
mamber Ronald Ferguson of Ohie State University,
couldn't possibly ring more hollow. “I support
keaping medical declglons about transplant in the
hands of the doclors thal are carlny fur the patients,
1 oppose the intrusion of the governmaent into the
procuss,” Fergusun says in a letter he fas Leen
asking his patients to mimic, sign and send to
Cotiyrawy (an aclively intrusive arm of the
government, last time we checked).

Good for you, Dr. Ferguson. Your argument in favor
of keaping doctors in charge ot curing patients is
right in {tne with what Secretary Shalala wants,
loath though you may be to admit it.

http:/fwwmclcvoland.conVnowdophxion/indox.ut‘?/ncws/opiniowcditorials/yzs unos.html  10/27/1999
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_She Is asking only that the criteria hospitals use to
determine a patient's place on a transplant waiting
list be standardized around the country, and that
any donated crgan be made available to the patlent
In most urgent need in a region larger than a single
state. Further, HHS wants UNOS to establish

performanca measures 8o trangplant centers' work
can be evaluatad.

Those broad requirements are falr, sensible and in
line with advances in organ trangplantation,
praservation and transportation. The details of how
to meet those requirernents are thc medical
professionals’ to decide, which is as It should be.

Unfortunately, the medical professionals at UNQS
became used to lax MHS ovarsight over the years,
and rare indeed Is the hospital or doctor eager for
performancé aevaluations. 5o 1t1s no surprise that
this government contractor has enlisted allles In
Congress to help it become a8 law unto itself. That
should not be allowed to happen.

The small burdans the Clinton administration is
asking UNOS to take on hold great promise for
tmproving the treatment of patients, But if the
medical professionais bast suited to do tha job fail
to do it, the government will have to step in and do
Its imperfact best.

http://www.olovolmd.oom/hcwa/opin.ion/index.aaﬂ/newu/opinion/aditoriala/yzSunos.html 10/27/1999
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Improving Access to Organs

Forum
» Join a Discussion on Bditorials

. Or mote than a year the Clinton Administration has beon trying
to improve the way human organs donated for transplants are

distributed to patients around the country. But Congress, responding
% Intense opposition from transplent centers, has blocked the use of
now Federal regulations that aim to broaden ofgan sharing across
arbiwery loval lines. A new repert by the Institute of Medicire, a
branch of the National Academy of Sciences, confirms that changes
are neaded o make (be system more falr and offactive.

The current system directs most orgaas to be vsed in tho looal ares
where they weze donated, That can create unfhir aituations where
patieats who are less {|l may get transplents whils more severcly ill
individuals who happen to live outside the local organ proourement
area aro made to weit. This hag become an Increasingly important

public health igsue, since sbout 4,000 Americans die each year while
waiting for trangplants,

The Deparuneat of Health end Human Setvices tried to address the
probiem by issuing new regulations last yess, Those direct the
United Network for Organ Sharing, a private organization that
coordinates organ distribution nationally, to design a new ullusation
syatemn that puts more emphasis on medical criteria and leaves less
to geography, But Congress delayed that directive from gotag into
effect until this Octaher. The netwark insisted thet the rules would
force small transplsnt centers to olose and discourege ergsn
donstions if donors knew organs would gn outside their commugity.

Tho Institute of Modicine report, sormmitdioned by Congreas, found
those fears to bo ovetblown. The report, which focused on liver
transpiants, said waiting periods for ths vexy sickcst patients were
actually comparable across the ration. But thers were differences in
waiting tioyes for patients who were less 1ll. The report recommenda
tmproving distribution by requizing that organs ba shared acgoss
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wider regions based on populition, §0 long as the regions are uot so
goographically large as to pose problenis in trangporting the organs.

The report also affirmed the need for more active Federal aversight
and groatey scicntifio reviow of nllo¢ation principlos. Thate
recommpandations are consistent with the Administration's approach.
Tho transplant commuanity should drop its resistunce to Federal
regulations that could make the system more equitable for putients
everywhere.
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Changing tho US transplant system

In T USA. wheee you live can determine whedier
or not you reochwe an organ teneplant. That Is
because the US organ sllocsion systern is hroken up
fato 11 reglons shd operates & “locals firse™ palicy n
whick otgans are firiz affered ta paticats in the arca
where the were obtained, then to patenws in
the surmou regloq, and finsily 1o petients i the
rest of the nation. As ¥ rusult, & parient iving in one
part of Lie country umy teoctve o rasplant befure
mnacher petlen: with greeter ediest need Bving in
enother part of the covnsry.

Th try to reduce anet gengraphicel divparddes, US
Sceretary of Heakh and Human Services, Donax
Sheldls, has proposcd new ceguledons e wilt
roquire the madomal Organ Procuremiear and
Transplantadon Netwerk (OPTN), a privute s
syatem of argan organlésdons and
teansplant contres ectblished by the 1984 Nutlonal
Otpan ‘Transplant Act, to revise {ts allocation policles
10 thay, eligltde padonts are nor dended o travuiplant
because of whege they live.

Preciscly how the OPTN b o aualn this gost Is
feft vo the network 10 woik out, but the poticles must
saclefy three pesforaance gusly. Thay antst eatablith
standardised fos determining which padenity
are medicalty ic o be pur on tansplant walting
Bxes and for demermining the medical staws of
pudoams, 0 it G medical needs of different
pedentt ean be compared; and they taust set p
allooxdon progacols that will feduce the influence of
geographlcs! factors 10 thas oo will fir go w
thore with tha trighest medical urgency. In pursudt of
Usove gowls, huwever, the reguladdons do ot coquire
the OFI'N t adopt palicia which, becaute they e
impractics! o are oontrary w sound medical
judgmeny, lead to fumle transplants snd organ

¢. .

Oa the foce of i, it ¢ herd © ecc whae s
objectiopdble xbuut Shalala'e proposal, but wie
roponse of the Unlted Network of Ongun Sharing
(UNOS), the DHIIS coatnwtr that operates
OF1I'N, hias heen furlous., Ja & letter sent 10 cvery US
Renator lagt wprings the outgaing president of
VIO, L. F Hunsickeg, descrfbed e reguiatiuny us
s “fodemitradon of die current systom which mkes
amsy cootral of the (heasplanc symGm hom qoooTs

wnd pudents in slmost 300 transplant ceaters snd
hands it over Lo Rederul rogulators™ and forces
docrers 1o ghve Livers “co the very sickest padenu®,
who are ikely ro require sscond or third wansplanty
und thus use otgons that conld have gone to save
other paténts. Jhmtloker " prodicts chat o
regulations @il make &k more diffeult R mon
paieats 1o rective & tinsplent bocxuse orguns will
be shunted towaids & fow lage temnsplant ceoues
with the Jongest waldng lists and the wickest padancs,

But tris hard to soe how the gegulations amouns 1o
a “fedesadiutdon™ of the U3 treayplun systens, when
they mecely set L goals and gliow OPTN
10 dewlop tie policles. The teguladons alse 4o not
wquire thac weaplane be given W the “very
sickerc™ padenrs dux rather that preforence be glven
1o those who are “vesy Il but who, In the judgment
of thelr physictang, hawe 3 reasonable Ukellhood of
post-transplatit survivd™ uver those who ers less
maedically urgent. Xinally, it it hapd to predics, before
OPTN hss famuleted the Baal policies, what
impact the cogulttions will bDave on smaller
tansplant centres. Howeves, & can be srgued tae
since where organs will go will depend ug the necds
of paicuts and not the siza. of the ransplant ¢enrre

. smalley programmes condd farc well under the new
g, -

But what i3 clear is that the rhetorle adoptad by
UNOS and other opponents of the propaaad i not
helpful and has alresdy asvsed wischief, Two states
have passed leglslation that gives smte reaidents
protity for organs doasted within thote sams.
Soveral othior statox are contldecing zimilsr laws,
which, if they surviva court chullorige, will further
fragment the US vrsan alloxtion system.

1he new reguistions pooposcd by Scererary
Shatals ceera 1o give the neiwark sufficient leaway 1o
1ove ot w e dislnod goel without voquisiog it
to sdopt palicien chat will waxte organs or force
doctors © perforty fudle tranrplants, UNOS would
Lotter serve the trensplamt  communtty 1 it
abdndoaed {1 stance snd began working with
DHMHS o drow up allocsdun policies that sre
peactical and (ak.
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Charles Fiske

(617) 566-3430 (omce) AR -
Email: cfiske@erols.com

October 27, 1998
President William Clinton
White House
1600 Pennsylvania Ave
Washington, DC 20500

Dear Mr. President,

Within the HHS Appropriations bill there is rider to delay the HHS final transplant
regulations for an additional number of months. Last year former Congressman
Livingston insert a one year delay on the regulations and required that the Institute of
Medicine study their affects. The results of that study supported the Department’s
regulations and concluded that patients would be better served with the broader sharing
of donated organs and more HHS oversight would insure that the national transplant
system run in the public’s best interest. Some transplant center, dissatisfied with the IOM
results have pressured their elected members to again protect their programs by seeking
an additional delay. Secretary Shalala got jt right last year and again is correct in her
support of regulations that will benefit transplant patient no matter who they are or where
they live. Any further delay in the implementation of those regulations will be harmful to
the most vulnerable of patients. I would strongly urge you to request that Congress
remove the additional moratorium for the HHS transplant regulations. The national
transplant system must care for patients first before the financial concerns of transplant
centers. Your careful consideration of this request is appreciated by thousands of patients
currently awaiting life saving transplant surgery.

Enclosed is a copy of a recent Washington Post editorial that clearly states the urgency
and necessity of removing the delay in the implementation of the HHS transplant
regulations.

Enc. 1
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/ Washington Post

An End to Organ Games?
Saturday, October 23, 1999; Page A22
THE FIGHT between the federal government and local organ
transplant centers over how better to allocate scarce organs
has been a strikingly unsavory application of territorial politics
to an area where politics should play no role. This week the
Department of Health and Human Services (HHS) published a
final regulation -- to go into effect in 30 days -- intended to
make organ distribution more equitable. The idea is to even
out disparities among the many geographic areas served by
the nation's 272 transplant centers, most of which grew up in
an era when "harvested" organs needed, for technical reasons,
to be used close to home. The varying populations of these
... regions mean uneven distribution, which, given the shortage of
. ¥ ‘organs, spells death for some 4,000 patients a year for whom
an organ cannot be found in time.

Enter HHS, which last year issued a draft regulation calling for
the network's contractor, United Network for Organ Sharing, to
come up with more equitable criteria based on medical, rather
than geographical, status. The organ transpiant network,
though, fiercely opposed the regulation and persuaded
Congress to delay its implementation a year. The network
fears the changes would force local transplant centers to
close, which in turn would dissuade families from donating
loved ones' organs; it also warned of organ wastage because
of failed procedures if the sickest patients were invariably
transplanted first.

Behind these concerns -- for which a congressionally
mandated report from the National Academy of Sciences'
rrlnstltute of Medicine found no evidence —-is the fear that local




/ ' Page 2 of 2

send organs out of state. The Institute of Medicine report even
cites cases where grieving families willing to donate were
urged to sign contracts requiring that organs go only to in-state
recipients.

In fact, the report's researchers found no evidence that families
care whether organs are used nearby; on the contrary, surveys
showed they cared most whether the organs would be fairly
used. The report recommends that geographical regions be
made larger but that any new system make use of existing
transplant networks rather than closing them down, a goal
HHS Secretary Donna Shalala says could be achieved under
the rule. Opponents of the reforms could still hobble and delay
the regulation further as part of the budget appropriation for
HHS. Such an action would be an extension of a cynical battle
that costs patients' lives as it drags on.

© Copyright 1999 The Washington Post Company

10/23/99
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Congress of the Hnited States
House of Repregentatibes
Hashington, B 20515

November 2, 1“999

President William J. Clinton
1600 Pennsylvania Ave., NW
Washington, DC 20500

Dear President Clinton:

We commend the Secretary of Health and Human Services (HHS) for supporting
patients nationwide by issuing a revised regulation concerning organ procurement and
transplantation policies. The HHS regulation attempts to ensure that the sickest

patients receive organs first rather than relying on geographic boundaries to determine
whether a patient in need will receive a transplant. '

The Secretary’s revised organ allocation regulation incorporates the Institute of

~ Medicine’s (loM) recommendations, as well as advice of the transplant community,
patients and other members of the gencral public to ensure policies are more fair for
Americans nalionwide. As the [oM recommended, the Secretary’s regulations ensure
HHS exercises “legitimate oversight responsibilities,” that allocation is based on “sound
medical judgment,” that organs are distributed “over as broad a geographic area as
feasible,” and that timely “data collection and dissemination” be improved. We believe

the experts should dictate the details of organ allocation and the IoM strongly supports
moving forward with the Secretary’s regulations.

Despite the Secretary’s positive steps, the DC/Labor-HHS Appropriations bill includes
a 90-day moratorium on the Secretary’s revised organ allocation regulation. This Labor-
LIS rider will only cause needless deaths. We urge you to make the DC/Labor-HHS

moratorium on the Secretary’s organ allocation regulation one of the issues you cite in
your veto message.

In addition to harming and killing patients awaiting organs during the moratorium, the
delay may provide an opportunity to pass H.R. 2418, the “Organ Procurement and
Transplantation Network Amendments of 1999.” This bill removes the Secretary’s
legitimate authority aver the organ allocation program, provides unreasonable
protections for the current contractor, and simultaneously makes data less available to
the public. If enacted, the trangplant center performance data recently released by the
Department would be unavailable to the public and the Secretary’s revised regulations
would be rendered moot. This harmful legislation would set different allocation

policies than recommended by the loM and is probably unconstitutional in its
delegation of power to a private contractor,
4 P P

We are seeking your continued support of the Secretary’s authority to oversee the organ
allocation program as well as your outspoken opposition to legislation which attempts
to reshape the Department’s policies on organ procurement and transplantation. We
also respectfully request that you to make the 1DC/[abor-HHS moratorium on the
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Secretary’'s organ allocation regulation one ol the 1ssues you cite i your veto message.

Sincerely,

e Stark, MC Steny H. Hgyer, MC

TT—
D ePpaso—

\'johjj’. Murtha, MC

Malirice D. Hinchey, MC
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onstance A. Morella, MC

Edolphus Towns, MC
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Alan B. Mollohan, MC Barney Frank, 64C
2./ 9 /ﬂ
4 ofgren, ! David E. Price, MC

Horkioc Lt 2
Rl AP,
Maxine Waters, MC rank Mascara, MC S
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n W. Olver, MC

Nancy Pelosi, M

Sherrod Brown, MC
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Page -- 1 of 44
AMENDMENTS TO THE FINAL RULE

QUESTION:

Does this amendment to the Final Rule represent significant change? If so, how?

ANSWER:

- Amendments were made to the April 2" Final Rule in order to clarify a number of
issues and to address areas of concern identified by the transplant community.
Language was included to clarify “single national list,” “sickest patient first,” addressing
socioeconomic barriers to transplantation, and the closure of small and medium sized
centers. Revisions were made to the Rule in response to comments on Secretarial
oversight and enforceability of OPTN policies, OPTN Board composition, broader
sharing of organs and the use of waiting times in organ allocation, the applicability of
medical urgency status to kidney allocation, HHS oversight of the patient registration
fee, and timely and accurate reporting of center specific data (see next question on
“What were the major areas of disagreement in the discussions with the transplant
community and has the Department ignored or rejected these complaints and
comments?”).
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MAJOR AREAS OF DISAGREEMENT

QUESTION:

What were the major areas of disagreement in the discussions with the transplant community and has the
Department ignored or rejected these complaints and comments?

ANSWER:

¢ Many comments received during discussions with the transplant community centered on
misunderstandings and the need for clarification. These included such things as: “single
national list”, “gickest patients first”, addressing socioeconomic barriers to
transplantation, and the closure of small and medium sized centers.

. The Final Rule does not require a single national list for allocation of organs,
beyond the national registry lists already utilized by the OPTN and we have
replaced the words “national list” with “waiting list”.

. The Rule does not require that the sickest patients receive transplants; rather, it
requires that patients with the greatest medical urgency who are appropriate
transplant candidates, on the basis of sound medical judgement and avoiding
futile transplantation, receive priority in allocation decisions.

. The Final Rule make it clear that HHS does not require transplant hospitals to
make their own financial resources available to pay for transplant and follow up
care for patients unable to pay; the Rule calls on the OPTN to recommend
policies that would reduce inequities in access resulting from socioeconomic
status and ensure that the registration fee itself does not represent a barrier 1o
transplantation,

. The Department does not expect the Final Rule to cause the closure of small and
medium sized transplant centers, or otherwise diminish access to transplantation
for certain underserved populations. The IOM Report and a recent HHS OIG
report supported this assertion. However, amendments to the Rule include
provisions for monitoring the effect of policy changes on small and medium
sized centers and on patient access to services.

During discussions with the transplant community a number of other issues of concern
were discussed including: Secretarial oversight and enforceability of OPTN policies,
OPTN Board composition, broader sharing of organs, the use of waiting times in organ
allocation, applicability of medical urgency status in kidney allocation, incentives for
high performing OPOs, HHS oversight of the patient registration fee, and timely and
accurate reporting of center specific data.

. Under the Final Rule, HHS does not interfere with case-by-case medical
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decision making or medical policies of the OPTN. These are to be made by
transplant professionals, in consultation with patients, donors, and families. The
Final Rule reinforces the Secretary’s role in assuring that the OPTN operates in
the public’s interest, that the system is fair and operating effectively on behalf of
all patients and donors who provide organs in trust. In order to assure that the
systemn of organ procurement and transplantation is grounded on the best
available medical science and is as effective and equitable as possible, the
Department has incorporated the IOM’s recommendation to establish an
external, independent, scientific review board to assist the Secretary.

The Final Rule strengthens the ability of the OPTN to review compliance with
and enforce its policies to prevent “gaming” of the system.

To assure adequate medical expertise on the OPTN Board of Directors, the
Final Rule requires membership to be approximately 50 percent physicians and
surgeons. At least 25 percent of the Board must be patients, recipients, donors,
and families.

Consistent with the IOM recommendation to ensure that life-saving organs can
reach the medically urgent patients who need them the most, the Final Rule
emphasizes the broader sharing of organs. Such sharing shall not compromise
organ viability or other medical considerations.

Congistent with the IOM recommendation that cumulative waiting time
represents an inappropriate measure of equity and a criterion for allocation for
less medically urgent patients, the Final Rule does not require reducing
variations in waiting time in status; instead, waiting time in status can be among
several performance indicators the OPTN may consider.

The Final Rule recognizes that the term “status categories” as currently used for
liver and heart patients is not used for kidney patients. The Department believes
that there may well be different approaches to kidney allocation policies than for
other types of organs. _

The Department believes that high performance by OPOs should be rewarded,
but not in a way that compromises the broader sharing of organs. The preamble
of the Final Rule encourages the OPTN to develop and recommend to the
Secretary policy incentives to reward high performing OPOs.

The Final Rule specifies that the Secretary has oversight of only that portion of
the registration fee directly related to the OPTN,

The Final Rule requires that timely and accurate program-specific data on
transplant programs be made available to the public. These data shall be
updated no less frequently than every six months and the OPTN will have until
June 30, 2000 to be fully compliant with this provision.
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IGNORED OR REJECTED COMPLAINTS

QUESTION:

Haven’t you really ignored or rejected the complaints and comments by the transplant
community?

ANSWER:

$ No. The Department carefully analyzed the written comments submitted in response to
the April 2™ rule, studied the IOM report recommendations very closely, and listened
very carefully to the comments and feedback during the discussions with the transplant
community. Clarifications and amendments to the Rule were made in response to this
input. (See previous question on “What were the major areas of disagreement in the

discussions with the transplant community and has the Department ignored or rejected
these complaints and comments?”)
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COMMENTS OPPOSED TO RULE

QUESTION:

What about the written comments submitted in response to the April 2", 1998 Rule? Weren’t
they overwhelmingly opposed to the rule?

ANSWER:

% The Department received some 2,500 comments on the Final Rule. The majority of the
comments reflected misunderstandings surrounding the April 2 Rule and unrelated
issues. The amended rule provides clarifications and changes intended to make these
issues clear.
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RESPONSE TO IOM RECOMMENDATIONS

QUESTION:

'How have you responded to the IOM recommendations on waiting times? And how does that
compare with the provisions of the April 2 Rule?

ANSWER:

¢ In response to the JOM recommendations concerning the use of waiting time in organ
allocation, the Department has amended the Final Rule to permit rather than require the
use of “waiting time in status” as an allocation factor among other allocation factors. If
“waiting time in status” is used as an allocation factor, the performance goal should be
to minimize its inter-transplant program variation.

¢ In contrast to the April 2, 1998 Final Rule where waiting time in status was used to
break ties within medical urgency status groups, the amended Final Rule does not
require the use of waiting time as an allocation factor. However, if waiting time is used,
the amended Rule requires the OPTN to seek to reduce the inter-transplant program
variation in waiting time, as well as other selected performance indicators, to as small as
can reasonably be achieved, unless to do so would result in transplanting less medically
urgent patients or less medically urgent patients within a category of patients.

< In general, the IOM found the emphasis on cumulative waiting times to be
inappropriate as a measure of equity in the transplant system and as a criterion for
allocation for less medically urgent patients, pointing instead toward "more
meaningful indicators of equitable access” such as "status-specific rates of
pretransplantation mortality and transplantation,” The IOM report indicated,
however, that the use of "waiting times in status" for the most medically urgent liver
transplant patients (those in status 1 and 2A) was “an appropriate criterion, along
with necessary medical criteria." For less medically urgent patients (statuses 2B and
3), the IOM recommended that the OPTN discontinue use of waiting time as an
allocation criterion and instead develop "an appropriate medical triage system . . . to
ensure equitable allocation of organs to patients in these categories. "
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SECRETARIAL AUTHORITY

QUESTION:

Have you changed provisions regarding the Secretary’s authority?

ANSWER:

é Yes. The Department has incorporated the IOM’s recommendation to establish an
external, independent, scientific review board responsible for assisting the Secretary in
ensuring that the system of organ procurement and transplantation is grounded on the
best available medical science and is as effective and equitable as possible. This
advisory committee will be established consistent with the Federal Advisory Committee
Act (FACA). The Advisory Committee will be available to the Secretary to provide
comments on proposed OPTN policies and other matters relating to transplantation,
including those where the OPTN and Secretary disagree. As part of the process of
establishing the Committee, the Secretary intends to solicit nominations for Committee
members from the transplant community and the general public. The Secretary’s
oversight authority is bound by NOTA and will be guided by the advice of the Advisory
Committee. Under the Final Rule, HHS does not interfere with case-by-case medical
decision making. These are to be made by transplant professionals, in consultation with
patients, donors, and families.
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GOVERNMENTAL INVOLVEMENT

QUESTION:

Why does the government need to insert itself in this system?

ANSWER:

¢ NOTA required the Secretary to contract for the operation of the OPTN to assist in the
nationwide distribution of organs equitably among transplant patients. The Secretary is
obligated to assure that this system is accountable to and operating in the public interest
and that organs donated in trust are allocated fairly and effectively. Further, Section
1138 of the SSA requires that transplant hospitals and OPOs be members of, and abide
by the rules and requirements of, the OPTN in order to participate in the Medicare and

Medicaid programs. Only the Secretary of HHS can approve such binding and
enforceable policies.
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BENEFITS TO PATIENTS
QUESTION:
How will patients benefit from these changes?
ANSWER:
$ Patients will benefit in a number of ways:

. Access to timely and accurate program specific performance data to allow them
to make informed decisions about choice of transplant center

. Patients will have confidence that life saving organs can reach the medically
urgent patients who need them most and that “gaming” of the system is
minimized.

. Patients will benefit from policy making by an OPTN board which is balanced in
terms of medical expertise, non-physician transplant professionals, and patients,
donors and families.

. The OPTN will be tasked to examine policy recommendations which address
access to transplantation regardless of ability to pay.
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OPTN IMPROVEMENTS

QUESTION:

Hasn’t UNOS already addressed problems related to data improvement and regional sharing of
livers?

ANSWER:

¢ Yes. The OPTN has already taken positive steps to improve data quality by initiating
an internet-based data submission process allowing each institution to maintain accurate
and current data. These changes should result in substantial improvements in the
timeliness of data collection and verification.

) 2 Under recently revised UNOS liver allocation policy (3.6 Allocation of Livers, effective
8- 16-99) there is now regional sharing sharing of livers for medically urgent patients.
This is certainly a step in the right direction but should be applied to all status
categories.
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OBSTACLES TO IMPLEMENTATION

QUESTION:

Do you expect Congress to block the amended rule once again?

ANSWER:

¢ We hope not for the sake of patients. Everything that Congress asked for when they
delayed the rule last year has been completed. The Institute of Medicine has reported
back to Congress on the potential impact of the Rule and has strongly supported the
Rule’s basic principles of Federal oversight balanced by policymaking in the hands of
the transplant experts and broader sharing to save more lives. The amended rule
includes IOM recommendations and clarifies issues raised during the public comment
period and extensive megtings with transplant and patient groups, We believe it is a
good Rule and should be put in place so that patients can start to benefit from an
improved system.




Page -- 12 of 44

RESPONSE TO HR. 2418

QUESTION:

HR 2418, the Bilirakis bill to reauthorize NOTA, is gaining stcam. What is your response to
this effort to derail the Secretary’s authority. '

ANSWER:

$ Our concern is that the bill is a reversal on the progress made on behalf of patients by

the transplant community and the Department and reinforced as important by the IOM.
Instead of ensuring a more fair, balanced, and accountable system with oversight in the
hands of the Federal government and policymaking in the hands of the transplant
experts, HR. 2418 grants authority to a private entity lacking the Constitutional
authority to create and administer binding policies. It fails to address the inequities of
arbitrary geographic boundaries and the need for accurate, timely, and user-friendly data
for patients and physicians to use in making knowledgeable transplant decisions.
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POLICY GOVERNANCE

QUESTION:

Hasn’t UNOS already started making the changes called for in the Rule? Why can’t you just let

the experts set pohcy and govem the system?

ANSWER:

$

We applaud UNOS and others in the transplant community for the progress they’ve
made to date. Survival rates are better than ever before, and new organ sharing policies
are moving in the right direction, although we think more could be done. But when you
have some 66,000 people waiting for a scarce donated organ, only 21,000 transplants a
year and some 13 people dying each day while waiting for a transplant, the American
public must have confidence that the system is operating fairly and effectively. The rule
provides the necessary oversight and public accountability, but it still leaves policy
making and medical decision making in the hands of the experts. We believe this is the
appropriate balance of responsibility and accountability to ensure that the public’s health

is protected. The rule also maintains the flexibility needed for policies to keep in step

with scientific advancements.
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RULE IMPACT ON UNOS CONTRACT

QUESTION:

How will this Rule impact the existing contracts with UNOS for the operations of the OPTN
and the Scientific Registry? When do the project periods for both contracts expire?

ANSWER:

¢

There are significant differences between the Rule and the Department’s contracts with
UNOS to operate the OPTN and Scientific Registry. However, these contracts
anticipated the issuance of a Final Rule, and it is the Department’s expectation that the
contracts be administered consistent with the new regulations. Where the Rule and the
contracts differ, the Rule prevails.

Requests for proposal (RFPs) are being prepared for both the OPTN and the Scientific
Registry contracts. A Sources Sought for each contract was posted in the Commerce
Business Daily in February 24, 1999 to survey the market for potential bidders when the
contracts are resolicited early in the next year.

The previous project period for both contracts expired September 30, 1999. To allow
potential bidders adequate time to develop technical proposals and to facilitate
transition to (a) new contractor(s), if (a) new contractor(s) are selected, one of two
one-year option periods has been exercised.
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USE OF WAITING TIME IN CURRENT OPTN LIVER ALLOCATION POLICIES

QUESTION:

How is waiting time being used to allocate livers under the current OPTN allocation policies?

ANSWER:

% Simple Answer: Length of waiting time and degree of blood type match weigh equally
in the prioritization of transplant candidates within medical urgency status. In general,
patients who wait the longest and have the most compatible blood type with the donor
organ will receive the first offer of an organ.

4 Under the current UNOS liver allocation policy (3.6 Allocation of Livers, effective
8-16-99) patients are first stratified in order of medical urgency from the most urgent,
status 1, to least urgent, status 3. Status 1 candidates in the local area receive first offer
of livers. If no local match can be made, then the liver is offered to status 1 candidates
in the OPTN region. If a liver cannot be placed with a status 1 candidate either locally
or regionally, it is then offered to candidates in order of descending medical urgency
status -- categories 2A, 2B and 3 - first locally, then regionally, and finally nationally.

$ A donor liver must first be of compatible in size to a transplant candidate before it will
be offered. If the size criterion is satisfied, waiting time and the degree of blood type
match are used to prioritize patients within medical urgency status categories.
Candidates with blood types compatible to the donor’s blood type receive more points
(max 10 points). Similarly, patients that have been waiting longer receive more points
(max 10 points). Patients are ranked in order of descending points within medical
urgency status categories. Within a given medical urgency category, the patient with
the most points receives first the offer. The waiting time for status 1 and 2A patients
begins when the patient is placed in that status category and does not include the time
from when the patient was first placed on the waiting list, if the patient was placed on
the waiting list in another status category (e.g., status 3). Waiting time for status 2B
and 3 medical urgency status candidates includes all time from time of listing.
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USE OF WAITING TIME FOR ORGAN ALLOCATION IN THE AMENDED FINAL RULE

QUESTION:

How is waiting time being used to allocate organs in the amended Final Rule?

ANSWER:

$

Under the amended Rule, if the performance indicator “waiting time in status” is used
for allocation purposes, the OPTN shall seek to reduce the inter-transplant program
variance in this indicator, as well as other selected performance indicators, to as small as
can reasonably be achieved, unless to do so would result in transplanting less medically
urgent patients or less medically urgent patients within a category of patients.

In general, the IOM found the emphasis on cumulative waiting times to be
inappropriate as a measure of equity in the transplant system and as a criterion for
allocation for less medically urgent patients, pointing instead toward "more
meaningful indicators of equitable access™ such as "status-specific rates of
pretransplantation mortality and transplantation.” The IOM report indicated,
however, that the use of "waiting times in status" for the most medically urgent liver
transplant patients (those in status 1 and 2A) was "an appropriate criterion, along
with necessary medical criteria.” For less medically urgent patients (statuses 2B and
3), the IOM recommended that the OPTN discontinue use of waiting time as an
allocation criterion and instead develop "an appropriate medical triage system . . . t0
ensure equitable allocation of organs to patients in these categories.”

To date, waiting times have been used in examining the performance of the
transplant system in part because waiting times are used by the OPTN as an
allocation criterion, and in part due to lack of better measures. It is for these reasons
that reducing any variations in "waiting time in status," especially for the most
medically urgent patients, was included as a performance measure in the final rule
published April 2. In addition, the IOM recommendation points again to the need
for better data to provide alternatives to waiting time as a performance measure.
Based on the IOM’s recommendations and comments from the transplant community,

the Department has made additional refinements to the rule’s discussion of waiting
times.
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FORTNEY PETE STARK COMNITTEES:
THRTEENTY; OISTRICT, CALIFORMNIA WAYE AND rIEANS
CONGRESS OF THE UNITED STATES JOINT ECONOMIC

HOUSE OF REFPRESENTATIVES
WASHINGTON, D.C. 2061S

October 20, 1999

Chris Jennings

White House Health Catre
1600 Pennsylvania Ave., NW
Washington, D.C. 20500

RE: Labor-HHS Appropriations

Dear Chris:

Attached is a letter I sent to the President requesting that if Congress
sends Labor-HHS language including a moratorium on Secretary
Shalala’s organ allocation regulation, he make this one of the issues
cited in his veto message.

The Institute of Medicine report strongly supports moving forward
with the already delayed organ allocation regulations. Further delay
will only cause needless deaths.

Thank you for your support on this very important matter.

Pete Stark
Member of Congress

@ Printed on Racycled Pager.
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CONGRESS OF THE UNITED STATES JOINT ECONTMIC

HOUSE OF REPRESENTATIVES
WASHINGTON, D.C. 20615

October 20, 1999

Jacob J. Lew

Director

Office of Management and Budget
Executive Office Building
Washington, D.C. 20503

RE: Labor-HHS Appropriations

Dear Jack:

Attached is a letter I sent to the President requesting that if Congress
sends Labor-HHS language including a moratorium on Secretary
Shalala’s organ allocation regulation, he make this one of the issues
cited in his veto message. '

The Institute of Medicine report strongly supports moving forward
with the already delayed organ allocation regulations. Further delay
will only cause needless deaths.

Thank you for your support on this very important matter.

ete Stark
Member of Congress

@ Pruviad on Racycled Papear,
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CONGRESS OF THE UNITED STATES JOMT ECONOMIC

HOUSE OF REPRESENTATIVES
WASHINGTON, D.C. 20515

October 20, 1999

President William J. Clinton
1600 Pennsylvania Ave.,, NW
Washington, DC 20500

Dear President Clinton:

I'd like to congratulate you and the Secretary of HHS for standing firm on the side of
patients by issuing a revised organ allocation regulation. This regulation incorporates
the Institute of Medicine’s recommendations, advice of the transplant community, and
the needs of patients seeking organ transplants nationwide to ensure that the sickest
patients receive organs first. However, we’ve still got a fight ahead of us.

House Labor-HHS language includes a moratorium on the Secretary’s organ allocation
regulation even though the Secretary’s revised regulations include ToM
recommendations such as requiring that allocation is based on “sound medical
judgment,” that organs are distributed “over as broad a geographic area as feasible,”
and that timely data about transplant center performance be provided. The Institute of
Medicine (IoM) report strongly supports moving forward with the already delayed
regulations.

Any additional delays in implemmenting this regulation will only cause needless deaths.
[f Congress sends you Labor-HHS language including a moratorium on the Secretary’s
regulation, I hope you will make it one of the issucs you cite in your veto message.

On a similar matter, the House is planning to bring H.R. 2418, the “Organ Procurement
and Transplantation Network Amendments of 1999,” to the floor next week. This bill
removes the Secretary’s legitimate authority over the program, provides unreasonable
protections for the current contractor, while simultaneously making data less available
to the public. In fact, if enacted, transplant center performance data recently released by
the Department would be unavailable to the public. This legislation would set different
allocation policies than those under the Secretary’s regulation and is probably
unconstitutional in its delegation of power to private parties.

I am seeking your continued support of the Secretary’s authority to oversee the
program as well as your outspoken opposition to legislation which attempts to reshape
the Department’s policies on organ procuyement and transplantation.

Member of Congress

@Mﬂodonﬁoqdodﬂ-pv.
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THE WHITE HOUSE

WASHINGTON Cl .

October 27, 1999 H

MEMORANDUM FOR JOHN PODESTA AND JACOB J. LEW [2 e
FROM: BRUCE R LINDSEY /{__ .. |
'RE: " LABOR-HHS APPROPRIATIONS BILL

As you know, the Labor-HHS Appropriations Bill pending in Congress currently contains a
provision placing another moratorium on the Regulations issued by HHS dealing with organ
allocation. A brief history of the Congressional attempts to delay these regulations follows:

» Final Rule published April 2, 1998 to be effective 90 days later;

e June, 1998 moratorium delaying the effective date of thé Final Rule until October 1,
1998 attached to a supplemental HHS appropriations bill,

e October 21, 1998 a one year moratorium on implementation of the Final Rule
included in the Omnibus Budget Bill for 1999 with the Institute of Medicine
mandated to complete a study of the Final Rule and report to Congress;

e July, 1999, delivery of the report of the IOM study supporting and endorsing the
general concepts of increased organ donation, wider geographic sharing of donated
organs to the sickest patients, more emphasis on patient equity and HHS oversight,
and specifically supporting the Final Rule; .

e October, 1999 HHS republication of 2 modified Final Rule to make clarifications
suggested by the IOM report to be effective 30 days after publication.

The United Network for Organ Sharing, the federal contractor which operates the current
program, and many of the physician members of UNOS have atiempted to discredit the IOM and
its report and have urged their Congressmen to disregard the findings of the IOM. Those '
Congressmen are now pushing for inclusion of another moratorium in the current Labor-HHS
appropriations bill. The same Senators and Congressmen (principally from F lorida, Virginia,
Wisconsin, Oklahoma and Texas) who argued so strenuously for the JOM study during the last
moratorium, now want to dismiss the IOM report because it does not validate their position.

HHS believes in the Final Rule and the policies incorporated in it; the JOM supports the Final
Rule and the policies in it, especially as revised to respond to some of its suggestions; and the
patient groups (the ones with the most at stake in this debate) are unanimous in their support of
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the Final Rule. The Administration should demand that Congress remove this moratorium
language from the current draft of the Labor-HHS appropriation bill along with the other
offensive provisions in this bill which the Administration has already identified. The inclusion
of this moratorium provision and the other offensive provisions should be included as reasons
that the Administration will veto the current version of this appropriation bill.

21003
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THE SECRETARY OF HEAL I H AND MUMAN SEAVICES
WAIHINGTON, D.C. 26101

0CT 27 196

MEMORANDUM FOR THE PRESIDENT

As you know, the Department of Health and Human Services has been workiuy fur a oumber of
years toward improving the Nation's system of organ procurement and transplantation. Our goal
is to make the system operate for the greatest possible benefit of patients. We believe

improvemeats in the organ transplant system could result in saving hundreds mare lives each
year,

Toward the goal of saving more lives, we have moved in two arcas. ‘With the Vice President's
leadership, we have undertaken a National Initiative to increase organ donation. This effort has
produced successful results in its first year. At the same time, HHS developed regulations to
carry out the purposes of the National Organ Transplant Act of 1984. These provisions,

developed over a period of years with extensive opportunities for comment, were published »s a
Final Rule on April 2, 1998. '

Our Final Rule was supposted by patients' groups and many prominent transplant centers and
professionals, but was opposed by the HHS contractor which operates the Orgen Procurement
and Transplantation Network (OPTN) and by others in the transplant community. Last Fall,
Congress imposed & one-year moratorium on implementation of the Final Rule, and mandated
that a study of the issue be catricd out by the National Acadomy of Science's Institute of

Medicine JOM). Congress also asked for further consultation between HHS and the transplant
community. Both of these actions have been completed. :

The IOM published its study in July. Its findings strongly validated the concerns and the
approach of the HHS Final Rule. In particular, the study reinforced the need for Federal
oversight of the Nation's organ procurement and transplantation system -- not to impose
government in medical decision-making, but to ensurc (hat the pulicies of the OPTN were
operating fairly and effectively in the public interest. Throughout this year, KIHS also continued

meeting with the various elements of the transplant community, listening to concems about the
Final Rule and identifying common goals,

On October 20, HHS published amendments to the Final Rule which reflect the findings of the
IOM report as well a3 our discussions with the transplant community. These amendments
especially benefit from the input provided by the IOM, and they represent impruveinents ln the
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Final Rule. But at the same time, we have preserved the core features of our Final Rule, which
are the foundation for improving our system for patients. In particular, this means using standard
medical criteria, developed by transplant professionals themaelves, to decide which patients will

receive organs. This is the only way to ensure that organs will reach patients who need them
most.

Opponents of our Final Rule are once again secking to use the Appropriations process to impose
a renewed moratorium on the Final Rule. The Administration is on record as strongly opposing
any new moratorium. 1 want to urge that we remain strong in defending our current position and
insist that the rogulation go forward as scheduled, Our approach has been validated by the oM
study that Congress ordered, we have listened to the concerns of all elements in the organ
transplant community, and we must remain committed to an organ transplant systein (hiat saves
more lives by serving patients in the fairest and most medically effective way possible.

In addition, both Congress and the Executive Branch should be concemed about the integrity of
Federal spending for transplants. Medicare and Medicaid alone pay for more than half of
wansplant costs in the Uited States. However, without the Final Rule to dofino tho Pederal role

in our transplant systom, the govemment has little useable authority to assure that these Federal
dollars are being used in a fair and offective manner.

Our goal is to work cooperatively with the transplant community 10 ensure the best possible
transplant systcm for Amcricans. We have been careful not to inject government into decisions

which must be left to medical professionals. Instead, we have designed a carefully balanced
approach in which the Federal Government can carry out the oversight role which the IOM so
clearly reaffirmed.

For these reasons, I would urge you to raject any actions by Congress that would further delay
implementation of the Final Rule.

. Shalala

Attachments
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