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MEMORANDUM TO SECRETARY DONNA SHALALA
FROM: Kelly Craighead

RE: Proposed Li?er Allocation Policy

Wendy Marx is a close friend of mine; She has hepatitis B (apparently contracted while having
her wisdom teeth removed). She is currently on the waiting list to receive a liver transplant.
Under the newly proposed policy by the United Network for Organ Sharing (UNOS) the chronic
nature of her illness could very well prohibit her from reaching the status needed to receive a
liver in time to save her life. She, along with her brother and Olympian Carl Lewis, formed an
organ donor awareness foundation seven years ago and each of them plans to testify in the
hearings to be chaired by Phil Lee this week.

It appears that, prior to formulating its policy, UNOS did very little to invite comment from those
who might be most greatly affected by the proposed changes. Much of the controversy g generated
by the new policy seems to stem from several areas; one, the discrimination against chronic
patients as opposed to the treatment élven to those with acute illness; the other regional versus
national allocation practices. - }

Based on my own experiences, I support the current policy of assigning organs to those patients
with the greatest need (i.e. the sickesi people). 1 furthermore support the idea of having a truly
national system of distribution instea:d of the current system that sets up artificial barriers by
UNOS regions. It seems to me that a truly national system is the only way to ensue public
confidence. '

It is my understanding that based on the committee’s findings, you will issue the final regulations
concerning new liver allocation policy. I am appealing to you on a personal level rather than a
professional one. Please do not allo{v a system that would unfairly favor one patient over another
based on nothing more than geographic location. Likewise, please do not deny patients with
chronic illnesses their equal rights IQ‘ liver transplants. I am hopeful that during the hearing
process you will reach the same conc::lusion -- that no policy should issue a death sentence to my

friend Wendy Marx or anyone like h]‘er.

I would be happy to provide you w1th any supporting information you might request. Thank you
in advance for your time and consnderatlon '




December 6, 1996

Kelly Craighead .
Special Assistant to the President
The White House

. Washington, D.C. 20500

Dear Kelly,

As you know, the board of the United Network for Organ
Sharing (UNOS) recently‘approved a major change in the way
patients needing liver transplants will be given priority on the
waiting list. Effective January 20, 1997, it will no longer be
possible for patients with chronic conditions, regardless of how
urgent those conditions}may be, to be given the highest priority
for a liver donor. These chronic patients include people with
hepatltis, cirrhosis, prlmary biliary cirrhosis, sclerosing
cholangitis, autoimmune| liver diseases and other inherited
diseases of the liver.

As an active carrler of one of these "chronic conditions",
hepatltis, this policy effectlvely issues me to a death sentence.
It is the same for many]others like me around the country, people
who are suffering from 1llnesses we certainly did not choose to
contract. Under the current policy, patients projected to die
"within seven days w1thopt a transplant get the highest priority
(status 1). Those who need constant hospital care are next
(Status 2). Less cr1t1ca1 candidates are assigned lower
prlorltles. When a llver becomes avallable, someone with the
highest prlorlty (i.e. the sickest) receives the organ first.
When all else is equal, the liver goes to the person who has been
waiting the longest. It is a system based on taking care of the
patients with the greatest medical need. Under the proposed
policy, I and thousands of others will automatically be relegated
to Status 2 regardless |of how sick we become.

UNOS based this new policy on a rather dubious assumption
that patients with acute liver failure have a "greater chance of
survival® than patients with chronic liver failure in similar
conditions. However, analysis of UNOS Liver Registry data shows
that this survival rate increase between chronic and acute
patients is negligible jand does not reflect the thousands of
lives that will be lost by patients who will never be allowed to
reach Status 1.

‘It is extremely troubllng that this new policy eliminates
the ability for doctors to make any meaningful decisions on a
case-by-case basis. The new UNOS policy does not allow for any
individual evaluation whatsoever. Most importantly, it fails to
address the real issue | at hand: the desperate need for more
organs. That is where we need to be dedicating our resources.
Let’s not keep flghtlnq about how to split up the pie. Let’s work
toward increasing the size of it.
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As someone who has already received a liver transplant --
and someone with chronic liver disease -- I am extremely thankful
and proud to say it has already been seven years since I first
got ill. 1In that time I have joined with my family and Olympian
Carl Lewis in establishing and directing the Wendy Marx
Foundation for Organ Donor Awareness. The foundation has been
responsible for:

. —= National donor awareness projects including production
and distribution of an educational video for teens and
distrlbutlon of nmore than one million donor cards.

-~ A variety of regional and local programs targeting
corporate, school and community groups in more than a dozen
states,

My work on behalf of the foundation and my active
participation in the transplant community constantly remind ne
that the issue of liver allocation would be moot if the number of
existing, viable organs were offered for use by a greater number
of potential donor families. This is what UNOS should be
focusing on, not finding ways to ration health care.

I do remain.optimistic, as always. The UNOS policy announced
in October was met with considerable public discussion.
Thankfully, Secretary Shalala and the Department of Health and
Human Services have intervened by calling hearings to take place
December 10-12. It is my hope that these hearlngs will help to
broaden public understanding of this important issue. It is also

“my hope that public scrutiny will enhance the credibility of the

entire donation and allocation process.

I, along with my brother Jeff and Carl Lewis, will testify
on December 11. Please be kind enough to let me know if there is’
anything else I might be able to do in order to support. this
process. Meanwhile, I greatly appreciate the time and effort you
have .committed to this issue.

Sincerely,

%W%

Wendy Marx .
141 Vicksburg Street:
San Francisco, CA 94114
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reaction to her plans to release the data “because she [the reporter] could get it if she filed a FOIA.”
However, in a letter to me dated March 11, 1996, Ms. Braslow stated for the first time, “I"m writing

. to let you know that we have released the data asked for under the FOIA by the Cleveland Plain

Dealer.” This March 11, 1996, letter explains that the FOIA Officer and the Department’s FOIA
Attorney had considered the matter and had concluded that the reasons for withholding the data
described in Dr. Daily’s February 28, 1996, letter would not “withstand an appeal,” It is unclear
what that statement means. Since we had not been informed of a FOIA request, we had not
submitted any specific reasons for HHS to exempt the release of data under FOIA. The first we
learned of a FOIA request was the March 11, 1996, letter informing us after the fact that the data had
already been released. :

Mrs. Braslow’s March 11, 1996, letter demonstrates that HRSA obviously knew that the data in
question was potentially confidential commercial information because she stated that Dr. Daily’s
letter did not present “persuasive evidence” that would support invoking the FOIA exemption from
release for confidential commercial information, Of course, it had not even been possible for us to
invoke that exemption yet, because we did not know a FOIA request had been made. But, given that
HRSA raised the point in Ms. Braslow’s March 11, 1996, letter about the possibility of the data
being exempt from release as confidential commercial information, and she even went so far as to
say that there was evidence of it, albeit not persuasive evidence, HRSA clearly was aware that the

information could be confidential commercial information. HRSA. was therefore bound by its own

regulations to give UNOS the notice and opportunity to object to the release.

Ongoing Difficulties, HRSA submitted another request to UNOS for additional center-specific

information about turndown data for 1995, but we declined to give it to them because they would
not provide assurances to us that they would not release it to the news media. The UNOS Board of
Directors copsidered this matter at its November, 1996 meeting and voted unanimously to not
provide the requested data until proper assurances were given by HRSA. Mrs. Braslow threatened
legal action against UNOS, and UNOS offered to put the data in the hands of a neutral third party
who would act as an escrow agent and would release the data to HRSA once HRSA promised to not
release the data to the news media.

At the March, 1997, Board meeting, Mrs. Braslow met with the UNOS Executive Committee and
the UNOS Board and agreed to an approach to resolve the issue. However, we recently received a
letter from her which appears to reverse the essence of that agreement. I am convinced that the only
way to resolve this matter is by the Congress stating in the law itself that these data are to be afforded
confidentiality status, and that HRSA is required to respect that status.

Changes in NOTA Are Needed. The UNOS Board unanimously endorsed proposed modifications
to NOTA, which would make it clear that institution and patient-identified data may not disclosed
by either the OPTN or the Government without the permission of the institution or patient. We
believe this approach is most appropriate for the OPTN. After all, the OPTN is an unique
arrangement in which all institutions in the country are pooling highly confidential data for the
purpose of operating a national network to share organs for transplantation. In today’s highly

doos
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competitive health care environment, no institution would voluntarily release such confidential
information otherwise, If steps are not taken immediately to prevent further harmful and misleading

* release, institutions will simply choose to stop submitting data to the OPTN and the Scientific

Registry in order to protect the interests of the institutions and their patients and consumers.

The Senate Labor and Huran Resources Committee Report that accompanied Senate Bill 1324,
which was passed by the Senate last year, included language that indicated the Committee viewed
OPTN data as being in the public domain. UNOS had objected strongly to that characterization,
which we believe is the extreme opposite of what is proper for the confidential data the OPTN
collects - - the data are highly personal and confidential patient medical records as well as
confidential commercial information for the institutions. We believe placing such information in
the public domain is a very serious mistake. .

The stories published in the Cleveland Plain Dealer, which reported inaccurate information about
many excellent heart transplant programs and drew erroneous conclusions from that information,
which impugned dedicated transplant professionals is a clear example of the kind of damage that will

- continue if this situation is not rectified. HRSA’s position regarding the confidentiality of the data

has changed frequently, and it has been amply demonstrated that neither the clear language of our

- contracts with the Government nor even the protections promised in HHS's own Federal regulations

can be relied upon in this matter. The only solution is a change of the law, but the Senate Labor and
Human Relations Committee will first need to reassess its view of these data.

Please let me know whether [ can provide any further information regarding this situation, and I will
be happy to do so at once because this is so vitally important to the future of UNOS. I fear that
unless this kind of damaging activity is not prevented, it could severely damage our ability to provide
the life~saving organ sharing network that operates today on the foundation of accurate and timely
data, ‘ : ' ‘

Sincerely,
A

Walter K. Graham
Executive Director

[ooe
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To: House Commerce Committee Health Policy Staffers

Donna R Henry, Patient Affairs Specialist
- United Network for Organ Sharing

Subject; National Organ Transplant Act
Date: April 1, 1997 '

From:

The Organ and Bone Marrow Transplant Program Reauthorization Act of
1995 threatened to undermine one of the most successful public/private
partnerships created by Congress.

The United Network for Organ Sharing (UNOS) hopes that the members
of the House Commerce Committee will again work to reinforce the original
‘Congressional mandate which has resulted in an Organ Procurement and
Transplantation Network (OPTN) whose policies and programs to effect an
equitable utilization of the scarce supply of organs have helped achieve a 44%
increase in the number of transplants and 27% increase in the number of organ and

. tissue donors since 1988 with only about $2 million in annual government funds.

The National Organ Transplant Act (NOTA), which passed in 1985,

directs the Secretary of the Department of Health and Human Services (DHHS) to
contract with an independent, private organization which is empowered to make
organ allocation policies and to maintain the list of people who are waiting for an
organ transplant. This contract has been competitively awarded to the United
Network for Organ Sharing (UNOS) since the act passed. UNOS is the
organization which, previous to enactment of NOTA, had been established by the
transplant centers and OPOs to regulate their policies and to resolve their disputes.
UNOS is comprised of representatives of transplant centers, OPOs, organ
recipients and donors, ethicists, and other members of the transplant community
who have collectively donated over one million hours of their time to increase the

availability and the quality of transplantation for all who need it. Its performance
has been uniformly strong, and, while not free of controversy, honest and
independent.

Please consider the following amendments to NOTA which would serve to
clarify the DHHS role in overseeing the OPTN, affirm the independent nature of
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House Commérce Committee Health Policy Staffer
Page 2
April 1, 1997

the OPTN contractor with control of its private registration fees, increase
efficiency through unification of the OPTN and Scientific Registry contracts,
ensure the confidentiality of sensitive private medical data, and assure that
increased funds are appropriated in accordance with contract required tasks and
the need for increased public awareness, donation, procurement, and B
transplantation. ‘

I have enclosed additional statistics and background information which
should further elucidate the issues at hand. Please contact me at 703-413-5523 if
you bave any questions or desire any more information.

Thank you for your time and consideration of this matter.

.02
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Sec. 274. Organ procurement and transplantation network

(aX1) Congress finds that -

(A) it is in the public interest to maintain and improve 8 durable system for promoting an Q

supporting g central petwork to assist organ nrocurement organizations in the nationwide

dltnbulno rgans splant patients:

(B) it is desirable to continue the partnership between public and private enterprise, by

‘continuing to provide Federal Government oversight and assistance for services performed by
the OPTN; and

(C ) the Federal Government should oversee OPTN activities to ensure that the policies and
procedures of the OPTN for serving patient and donor families and procuring and distributing
organs are fair, efficient and in compliance with all applicable legal rules and standards;

however the initiative ggd Qnman' resnonsxbmtv for estabhshmiz medncal Qntena and standardss

I —

iufgr organ p Qggremgnx and trgn,sg@tat;og 51111 resages w1th ghg OBIL} 7

L_}_Thc Secretary shall by contract provide for the establishment and operation of an Organ
Procurement and Transplantation Network (OPTIN) which meets the requirements of
subsection (b). The Secretary shall, upon determination that a new competitive contract
solicitation is unlikely to result in 5 responsive bid other than that of the incumbent, bgv

authorized to issue sole source extensions of 8 contract for the continuation of the OPTN
including all functions and duties of the QPTN described in this section. The amount provided

under the OPTN sueh contract in any fiscal year may not exceed $2 4,000,000, ggg shall be
sufficien t o pay gg all contract tasks required by the Secretarv and for the Government’s -

share of the costs of mutually agreed tasksina cost-sharing contract. Funds for such

contracts shall be made available from funds available to the Public Health Service from
appropriations for fiscal years beginning after fiscal year 1984. No assets in the OPTN’s
0SS ssion or revenues collected by the OP ther than appropriated finds authorize

under this part shall be considered Federal prdoeftv or Federal revenues, nor shall such assets




Apr—QZ—Q? 11:08A Donna Henry 7034130188 : P.0OA4
‘ T Page2|

[2FNLDORFTWPD

Cor revenues be subject to control by the Secretary.

(b)(1) The Organ Procurement and Transplantation Network shall carry out the functions
described in paragraph (2) and shall-

(A) be a:_x_l_nﬁgpggdgm pﬁvatc nonprofit corporation that has an expertise in organ

procurement and transplantation, and

(B) have a board of directors-
(i) that includes representatives of organ procurement organizations that have
received grants under se&ion 371 [42'USCS Sec. 273], transplént centers, voluntary
health associations, and the general public including a reasonable proportion of the
members of the board who are patienté awaiting a transplant or transplant recipients or
individuals who have donated an organ or family members of patients, recipients or
donors, and |
(ii) that shall establish an executive committee and other committees, whose
chairpersons shall be selected to ensure continuity of leadership for the board.

(2) The Organ Procurement and Transplantation Network shall-

(A) establish on one location or through regional centers-
(i) a national list of individuals who need organs, aad
(i) a national system, through the use of computers and in accordance with
established medical criteria, to match organs and individuals included in the list,
espccia;lly individuals whose immune system makes it difﬁcult‘for them to receive
organs, and | '

tii i list of registering to be organ d

ity to establ 1sh PTN: membership cntena "and, medical criteria- for

aﬂocaung organs _gnd other OPTR pohcxes &aé aﬁgraprowde ing to members of the pubhc

2

. an opportumty to *commem with respect t0 such eriteria policie ;jl.ffr»,vxd d thatthe - -’

Sccretan' m_gv bv promulgagx_xg a ﬁnal rule, veto any OPTN mhcv that is determmed

e - 5
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10 be demmemal to the nub ic h«gg}ﬂ; ;

(CS' ;tzéin;ain 2 f&enty~f§ur~hour telephone service to facilitate matching organs with
individuals included in the list, |
(D) assist organ procurément organizations in the nationwide distribution of organs
equitably among transplant patients,
(E) adopt and use standards of quality for the acquisition and transportation of donated
organs, including standards for breventing the acquisition of organs that are infected thh
the etiologic agent for acquired immune deficiency syndrome,
(F) prepare and di§tribute, on a regionalized basis (and, to the extent practicable, among
regions or on a national basis), samples of blood sera from individuals who are included on
the list and whose immune system makes it difficult for them to receive brgans, in order to
facilitate matching the compatibility of such individuals with organ donors
(G) coordinate, as appropriate, the transportation of organs from orgaﬁ procurement
organizations to transplant centers,
(Hj | provide information to physicians and other health professional regarding organ
donation, '

5 f(I) €0 !ect analyze and pubhsh data concermng organ donatxon and t_ggmgm&_m

hat mhc rseoft ive organ shari rations or thori

Manh (2XL), neither the OPTN nor. the Secreta_m haﬂ relﬁase data nermxttmg_

(J) carry out studies and demonstranon projects for the purpose of increasing organ
donation and improving procedures for organ procurement and allocation,

(K) work actwely to increase the supply of donated organs, and
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{release by the OPTN Board)designed to assist patients and referring physicians in
o St e . - -
an-aanual report containing information on the eomparative-eests-and patient outcomes at

each transplant center affiliated with the organ procurement and transplantation network,

iy hu 8.
(c ) The Secretary shall establish procedures for-
(1) receiving from interested persons critical comments relating to the manner in which the
Organ Procurement and Transplantation Network is carrying out the duties of the Network
under subsection (b); and |

(2) the consideration by the Secretary of such critical comments.
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Sec. 274b a. General provisions respecting grants and contracts

(a) No grant may be made under this part [42 USCS Secs. 273 et‘séq.] or contract entered
into under section 372 or 373 [42 USCS Sec. 274 or 274a] unless an application therefor has
been submitted to, and approved by, the Secretary. Such an application shall be in such form
and shall be submitted in such manner as the Secretary sﬁall by regulation prescribe.

{b)(1) A grant for planning under section 371(a)(2) {42 USCS Sec. 273 (a)(1)] may be made
for one year with respect to any organ procurement organization and may not exceed |
$100,000.

(2) Grants under section 371(a}(2) [42 USCS Sec. 273(a)(2}] may be made for two years.
No such grant may exéeed $500,000 for any year and no organ procurement organization may
receive more than $800,000 for initial operation or expansion.

(3) Grants or contracts under section 371{a}(3) [42 USCS Sec. 273(a)(3)] may be macfe
for not more than 3 years, ‘

(c)(1) The Secretary shall determine the amount of & grant or contract made under section
371 or 373 [42 USCS Sec. 273 or 274a]. Payments under such grants and contracts may be
made in advance on the basis of estimates or by the way of reimbursement, with necessary

* adjustments on account of underpayments or overpayzﬁents, and in such installments and on
such terms and conditions as the Secretary finds necessary to carry oui the purposes of such
grants‘ and contracts. ‘

{2)(A) Each recipient of a grant or contract under section 372 or 373; [42 USCS Sec. 273
or 274a] shall keep such records as the Secret@ shall preécribe, including records which fully
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disclose the amount aﬁd disposition by such recipient of the proceeds of such grant or
contract, the total cost of the undertaking in connection with which such grant or contract
‘was made, and the amount of that ‘portion of the cost of the undertaking supplied by other
sources, and such other records as will facilitate an effective audit.

(B) The Secretary and the Comptrolier General of the United States, or any of their duly
authorized representatives, shéli have access for the purpose of audit and examination of any
books, documents, papers, and records of the recipient of a grant or contract under section
371 or 373 [42 USCS Sec; 273 or 274a] thaf are pertinent to such grant or contract.

(d) For purposes of this part [42 USCS Secs. 273 et seq]: |

(1) The térm "transplant center" means a health care ﬁciﬁty in which transplants of organs
are performed. '

2) Thé term “organ" means the human kidney, liver, heart, lung, pancreas, and any other
human organ (other than corneas and eyes) spéciﬁed by the Secretary by regulation and for

purposes of Sec. 373 [42 USCS Sec. 274a), such term includes bone marrow.

Sec. 274e b. Administration

The Secretéry sﬁall desiénate and maintain an identifiable administrative unit in the Public

Health Service to- |
(1) administer this part gection 274b and coordinate with the organ procurement activities
under title XVII of the Social Security Act,
(2) conduct a program of public information to inform the public of the need for organ
donations; |

~ (3) provide the technical assistance to organ procurement orgémizations, the Organ

Procurement and Transplantation Network established under Séction 372 (42 USCS Sec.
274], and other entities in the health care system involved in organ donations,

procurement, and transplants, and
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(4) provide information- ’
(i) to patients, their families, and their physicians about transplantation; and
(ii) to patients and their families about the resources available nationally and in each .
| State, and the comparative costs and patient outcomes at each transplant center
affiliated with the organ proéurement and transplantation network, in order to assist

the patients and families with the costs associated with transplantation.

- Sec, 274d ¢, Report
Not later than February 10 of 1991 and of each second year thereafter, the Secretary shall
publish, and submit to the Committee on Energy-and Commerce of the House or

- Representatives and the Committee on Labor and Human Resources of the Senate a report on
the scientific and clinical status of organ transplantation. The Secretary shall consult with the
Director of the National Institutes of Health and the Cdmmissioner of the Food and Drug

Administration in the preparation of the report.

Sec. 274e d. Prohibition of organ purchases
(a) It shall be unlawful for any person to knowingly acquire, receive, or otherwise transfer
any human organ for valuable consideration for use in human transplantation if the transfer
affects interstate commerce. |
(b) Any person who violates subsection (a) shall be fined not more than $50,000 or
imprisoned not more than five years, or both.
(c) For purposes of subsection (a):
(1) The term "human organ" means the human (including fetal) kidney, liver, heart, lung,
pancreas, bone marrow, cornea, eye, bone, and skin or any subpart thereof and any other
hurnan organ (or any subpm thereof, including that derived from a fetus) specified by the

Secretary of Health and Human Services by regulation.
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(2) The term "valuable consideration" does not include a benefit, the exchange of which is
expressly contgmplat T istribution policies or demonstration projegt

established by the OPTN Boerd of Directors, or the reasonable payments associated with

the removal, transportation, implantation, processing, preservation, quality control, and
storage of a human organ or the expenses of travel, housing, and lost wages incurred by
the donor of a human organ in conhection with the donation of the organ.

(3) The term "interstate commerce” has the meaning prescribed for it by section 201(b) of

the Federal Food, Drug and Cosmetic Act [21 USCS Sec. 321(b)].

Sec. 274g ¢. Authorization of Appropriation

For the pﬁrpose of carrying out this part [42 USCS Secs. 273 et seq], there are authorized 1o

.

be appropriated $8 4,000,000 for fiscal year 291 ] 998 and such sums as may be necessary
for each of the fiscal years 1992-and-1993- 1999 through 2003, V
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- United Network for Organ Shanng o Facts and Statistics

Numbers of U.S. Tr.ansplants — 1988-November 30, 1996

by Organ and Donof Type *

T R ST

| Doner |- Year

" Orean . ... AU
TR Type | 1988 || 1989 | 1990 | 1991 (1992 11993 11994 (1995 19961
Kidney * |

Kidney * || Cadaveric| 7231 7087] 7784] 7732], 70 7697 s170] 8383\ 8601] 7833,
E [Living | 1811] 190 ;2094E 2390}, 2534] 2850] 3007 3217 2966
904%}1_}??9_ 9878 [10122] 10231} 11020/ 11390 11818} 10799’

2676 | 2931| 3031 3405] 3592 3879] 3677

M.,..,__.._\

5 |Total
Liver | Cadaveric! 1713]| 2199

_‘,—.

T TR L2

Living | of 2] 14| 2] 3] 6] eof asf 3

ITotal | 1713 2201] 2690 2953§ 3064 | 3441| 3652 3923| 3715
Pancreas* | Cadaveric| 244| 413 s26| 530] 55iJ 712|840 10211 909
o — . .._. N [ p—— 3
Livieg | 5| 4 2{ 1] 3] 2 2:.[ 6] 3

[Toral | 249] 417] s28: 531§ ss7| 774| saz] 1027] o18]
Heart ‘Cadavenc@ 1669( 1696 2096 2121§ 2170 2295]‘2333 2360! 2138
: Living /71 -9

; Total | 1676{7705 2108 | 2125] 2171} 2207] 2341/ 2360 2140}
Ling  fcadwere, 33| | | s si5 o0 708 ses 7w
| |Living - | of o 1l 4 ol 7] 15| 235 7,

ot | 33| 3] ao3] aos| sas| et 7as| en| 734
Cadavencé 74| 67! 52| si| 48] 60 70/ 69 38
» o o o o o od

ltotal | 74 e s2f siff 48] eo| 70 6o 38l
|
;

Hcart-Lung

Cadaveric| 10964 11555 13336 {13766 14035 | 15362 159311 16779] 15322
Living | 1823]| 1917] 2123}| 2421} 2571 2897|| 3087 3290| 3022

[Towal (2787 13472] 15459 [16187] 1e60s | 18259] 19018 | 20060 18344

* In this table, Simultaneous Kidney-Pancreas transplants are counted fwice, both-in Kidney Transplants and
in Pancreas Transplants. The number of Simulataneous Kidney Pancreas transplants performed in each year
were; 1988-170, 1989-334, 1990-459, 1991-452, 1992493, 1993-661, 1994-747, 1995-914
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Note: Double kidney, double lung, and heart-lung transplants are counted as one 'transplant. All other
multi-organ transplarits are being included in the total for each individual organ transplanted.

Based on UNOS Scientific Registry data as of March 2, 1997
Data subject to change based on future data submission or correction.

UNOS

Home

Use browser "Back" to return to previous page.
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REGIONAL WAITING TIME DIFFERENCES: A UNOS STUDY OF THE
LIVER WAITING LIST

Gcographnc variability in pretransplant waiting times contmucs to be an
area of debate in transplantation. The underlying reasons for varsabllxty are
- complex, however contributing factors include regional organ recovery
rates, waiting list sizes and candidate characteristics such as first or repeat
transplant medical urgency status, blood type, race and age. In order to
examine variability in liver waiting times, all primary registrations added
to the waiting list between 1993 and 1995 (N=18,993) were analyzed. For
each UNOS region, and for the U.S. overall, a ratio (R/T) of the number
of registrations to the number of organs recovered and subsequently
transplanted was calculated. R/Ts were compared with regional median
waiting times (MWT), stratified according to UNOS medical urgency
status at listing and at time of transplant (status at listing/status at
transplant) as shown below, Status 3 and 4 patients were combined into

one group.

Region | R/T 1/ 1 212 34/ 342 3434 Overall
A 1.14 4 8 5 61 57 82 64
B 1.51 4 7 1 56 70 103 71
C 158 3 * 8 e 83 144 113
D 215 4 10 17 89 126 321 238
E 228 4 22 27 80 128 172 139
F 229 4 14 18 82 100 202 162
U.s. 264 4 12 18 95 127 243 164
G 30 3 11 13 77 125 323 182
H 318 s 16 20 136 112 279 193
I 350 2 1013 91 158 + 278
J 419 6 13 53 235 25 580 423
_K 472 5 17 56 122 182 862 290

+ median is not estimable; ** <10 registrations in stratum

* Waiting times across regions for the most medically urgent patients were
relatively uniform. Regional MWTs were longest and variability was
largest when patients were both listed and transplanted as status 3 or 4.
For such patients, MWTs were particularly long in two UNOS regions,
where corresponding R/Ts were also very high. This suggests that waiting
times for those patients and regional R/Ts could be reduced through
increased organ recovery, increased interregional organ sharing, and/or
redistribution of waiting list sizes to be more in proportion to local organ

availability.

Maureen A. McBride, Mary D. Ellison, Charles F. Shield, Leah E. Bennett,
H. Myron Kauffman, United Network for Organ Sharing, Richmond,

Virginia

-

7034130188
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March 25, 1997 -~ ,
MEMORANDUM TO BRUCF REED . '
| CHRIS JENNINGS “Tondd e
FROM: BRUCE R. LINDSEY [{o —
i
SUBJECTY  LIVER ALLOCATION POLICY

. As you may know, David Matter has written the President on several occasions about
.UNOS liver allocation policy. His first letter (copy attached) was the impetus for Secretary

" Shalala’s decision to hold hearings on the liver allocation procedures. In response to his most

recent letter (copy also attached), President Clinton has asked “What is right on the merits?
Should we give to Chris Jennings to tewew?”

It is my understandmg that in December 1996, Carol Rasco and Chris met with Watson
. Bell, his wife Jean Ann, and Walter Graham to discuss UNOS’ position. David Matter would
" like to meet with the two of you to make the case for a wider geographic sharing proposal.
Besides the two of you, the persons attending the meeting would include:

David Matter ~ N
John Tisdale

Liz Dunst

Nancy Granese, and

Charles Fiske

Time is of the essencc because H.H.S. is currently fevicwing this matter. Are the two of
you available next week? If so, when. Jennifer Dudley will follow up.

- Thanks.



a . . |

'i ~
Withdrawal/Redaction Marker
Clinton Library
DOCUMENT NO. SUBJECT/TITLE . DATE RESTRICTION
AND TYPE
001. note Bruce Lindsey to POTUS : 297 P5

re: Letter from David Matter (1 page)

This marker identifies the original location of the withdrawn item listed above.
For a complete list of items withdrawn from this folder, see the
Withdrawal/Redaction Sheet at the front of the folder.

COLLECTION:
Clinton Presidential Records
Domestic Policy Council
Chris Jennings (Subject File)
OA/Box Number: 23753 Box 22

FOLDER TITLE:
Organ Donations [6]

gfd6
. RESTRICTION CODES
Presidential Records Act - {44 U.5.C. 2204(a)] Freedom of Information Act - [5 U.S.C. 552(b)|
P1 National Security Classified Information |(a)(1) of the PRA] b(1) National security classified information [(b)(1) of the FOIA]
P2 Relating to the appointment to Federal office [(a)(2) of the PRA] b(2) Release would disclose internal personnel rules and practices of
P3 Rel would violate a Federal statute [(2)(3) of the PRA] an agency [(b)(2) of the FOIA]
P4 Release would disclose trade secrets or confidential commercial or b(3) Rel would violate a Federal statute [(b)(3) of the FOIA)
financial information [(a)(4) of the PRA] b(4) Release would disclose trade secrets or confidential or financial
P5 Release would disclose confidential advise between the President information [(b)(4) of the FOIA]}
and his advisors, or between such advisors [a)(5) of the PRA] b{6) Release would constitute a clearly unwarranted invasion of
P6 Release would constitute a clearly unwarranted invasion of personal privacy [(b)(6) of the FOIA] )
personal privacy [(a)(6) of the PRA] b(7) Release would disclose information compiled for law enforcement
 purposes [(b)(7) of the FOIA]
C. Closed in accordance with restrictions contained in donor's deed b(8) Release would disclose information concerning the regulation of
of gift. financial institutions [(b)(8) of the FOIA]
PRM. Personal record misfile defined in aceordance with 44 US.C. b{9) Release would disclose geological or geophysical information
2201(3). . concerning wells [(b}(9) of the FOIA]

RR. Document will be reviewed upon request.
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 February 7, 1997

Via Facsimile: 202.456.6703

and Federal Express

President William J. Clinton
The White House

1600 Pennsylvania Avenue
Washington, D.C. 20500

Dear Mr. President:

I’m terribly sorry to add to your unbelievably crowded agenda,
but we're at a critical point in the liver transplantation debate within

. HHS and I’'m afraid .if we don’t act now we may forever lose the

opportunity.

As you know, my letter to you on this subject last fall
eventually led to three days of public hearings conducted by HHS in
December. Donna Shalala promised in her response to me on your
behalf to determine on the basis of the public hearings which liver
allocation policies promised the best results for the patients of America
and to embody that decision in a final rule for submission to OMB.

Simply stated, my fear is that because there are many more
small transplant centers than large and each of them has lobbied their
Congressmen and Senators in opposition to a policy change and even
to HHS’s intervention, the Department is beginning to get “cold feet.”

After having studied this issue in great detail over the past year,
there is absolutely no doubt in my mind that the position of the
University of Pittsburgh Medical Center (and several other large
transplant hospitals) is the correct one. Allocating livers to the sickest
patients first on the widest geographic basis possible is what our
national policy should be with respect to the allocation and distribution
of human livers.




President William f. ,Clintoxf
February 7, 1997
Page 2-

The private contractor, the United Netwofk on Organ Sharing
(UNOS), hired by HHS to operate the organ procurement and

transplantation network, is by any other name a trade association

controlled by small transplant centers (one center, one vote) operating
largely on the basis of self-interest. If they were steel producers or

communications' executives sitting around the table carving-up the
market, the federal government would intervene in a heartbeat.

Because ‘they are “medical professionals” HHS seems reluctant to

intervene. But if it doesn’t no one will, and patients will continue to -

suffer the consequences.

The facts, as I see them, are pretty clear. HHS has in the past

‘essentially relinquished its oversight and regulatory responsibility with

respect to organ procurement, allocation and transplantation to an
industry trade group incapable of making a decision without an
inherent conflict of interest. UNOS has established liver allocation
rules that literally trap organs within artificial geographic boundaries,
which has had two profound effects: 1) patients with liver disease who
are not hospitalized and are in relatively better health often receive
livers in one. region when just an hour away by plane a patient lies
dying in intensive care; and 2) the number of liver transplant. programs

has nearly doubled to 119 today, i.e. new programs can start because

they know they will have a reliable and predictable supply of organs.

It doesn’t matter how proficient they are at transplantation or whether
having such a large number of centers is an efficient and effective way -
to deliver health care. ' ' :

‘Each of these centers, no matter how few transplants they do or -
how awful their success rates may ‘be, have the same voice and vote in

UNOS as does a major, highly proficient center that does 100 or more
transplants a year. Decisions are made by majority vote, so the system
will never be changed by a trade association the majority of whose
memberships may be disadvantaged by a change. Meanwhile, 50-100
people die unnecessarily each year from liver disease; 2,000 patient
life years are lost; and, horrifically unequal waiting times for transplant
will continue. o

[ have enclosed copies of the five part series on organ
transplantation published earlier this week in the Cleveland Plain
Dealer. They are extraordinarily well-researched and a very important




President William J. Clinton
February 7, 1997
-Page 3

, contribution to the national debate. After readirig them, I believe, any
fair-minded person would conclude that the system is broken, UNOS
does not represent the interests of patients very well, and the federal
government has not properly performed its regulatory and oversight
role.” Although the articles are quite lengthy, I’ve included them in
their entirety and have highlighted several relevant paragraphs in each
for easy reference (the first such notation appears on page 11).

I don’t want in ~any' way to abuse our friendship over a
substantive policy issue, but I feel so strongly about this that I just had
to bring it to your attention again with a personal letter. Initially I was
dragged into this debate quite reluctantly, but as time has gone on 1
have come to realize that it may be the most important thing I’vedone
" in my life. ’m sorry for the length of this letter and for imposing on
you again, but I don’t know where else to turn.

Regards,
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Department of Surgery
Division of Transplantation

February 21, 1997

Kevin L. Thurm

Depury Secretary

Department of Health and Human Services

200 Independence Avenue. S.W., Room 615-G
Washington, DC 20201

Dear Mr. Secretary: -

| understand that your Department is now in the process of formulating policies refated to the
allocation of human livers for transplantation. As you know, I participated in the December 10-12,
19946, public hearings on this subject, and | would like 1o share with you some concemns about a
presentation by a witness associated with those centers seeking substantial policy changes.

I am referring w Dr. Mark A. Joensen, Ph.D., of the CONSAD Research Corp., an analytic firm
under contract with the University of Pitssburgh (UPMC). Dr. Joensen indicated that the CONSAD
analysis had identified an allocation methodology that was superior to current procedures. | disagree
strongly with this characterization. Rather, it is my view that CONSAD shaped their results by
adopting certain undertyng assumptions that Dr. Joensen did not fully explicate during his
presentation. Further, | belleve that once these assumptions are fully understood, an accurate view
of the CONSAD analysis is that it does not differ materially from the computer modeling conducted
by UNOS. '

Let me explain. In discussions held at the law firm of Hogan and Harwson, during the winter of
1996, Dr. Mark A. Joensen, Ph.D, admirted the Pritsker/UNOQS computer model and CONSAD’s
model are equivalent, {using the same inputs and assumptions about donors and patients, the outputs
would be the same). Therefore, why is there a difference berween the two models? The reason lies
in assumptions made about both pre-transplant and post transplant patients. CONSAD’s model
places high value on 1.) life years saved 2.) Pre/post ransplant deaths 3.) equalizing waiting
times for patients, where as the Pritsker/UNOS places value on 1.) total patients wransplanted

2.) percent patients surviving 2 years post transplant 3.) post ransplant fife years saved.

| believe the assumptdons made by CONSAD/UPMC in their model are flawed. Unforwnately,
UPMC believes all patients who are stanss 3 (ar home, not condnually hospitalized) do not need a
transplant. If this is so, how do we account for both the mortality and number of patlents in this
group which move up 10 a higher status o be transplanted? Data presented by UPMC at the
Corsensus Conference on Indications of Liver Transplantation, Paris, France, June 1993 clearly
shows that 60% of patients initially fisted at the lowest priorities (at home, elective transplant, at
home requiring sporadic care} become more ill and were transplanted at a higher status. In addidon,
in their own data, 17% of patients not continuously hospitalized died while waiting. While 56% of
patients in the lowest priority were alive without ransplantation, a large porton (36%) required
transplantation to ensure survival. Comparing padent survival, without transplantation, in the lowest
priority group to patient and graft survival post ransplamt, in the same groups, UPMC concluded
that transplantation was not beneficial. [ believe that it is important 1o reaiize that all patients within
a group are not equal. It is incorrect and inappropriate 1o compare survival between those patients
who are felt 10 require transplantaton, 1o ensure survival, and those who do not require
transplantation for survival.

The University of Alabama at Birmingham
748 Lyons-Harrison Research Building & 701 South 19th Sereec ®
Birmingham, Alabama 35294.0007 » (205) 934-7714 » FAX (205) 934-8378 e Rearcbie
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UPMC also states that many of these patients could be treated by other means, avoiding
transplantation. It is impossible to compare patients involved in the studies, cited by UPMC, o
patients on the waiting list due o the different natures and degrees of disease. It is hoped that

_ consideration would be given 1o other treatument modalides, avoiding wansplantaton if possibie,
before listing a patient for transplantation - this is the process that is used at our center and at other
centers.

UPMC places an extremely high value on transplanting the sickest patient first and “ life years saved”

~ by transplanting these patients. For instance, UPMC believes that the “life years” of a patient with
100% chance of dying within 30 days without a transplant are more valuable than a patient with
only a 50% chance of dying within 360 days. This would be true if all of the variables were equal,
but unfortunately they are not. Most specifically; survival post transplant and the need for
retransplant are quite different for the patients described above. These variables, do and should, play
an important role in a physician’s decision about the appropriateness of transplamauon in each of
these patients.

1 believe UNOS has taken the most logical course, attempting to maximize utilization, in light of the
current shortage of organs. If the shorzage of organs did not exist, then we could transplant any and
all patients, within our financial means, without respect for risk factors/post transplant survival.
Unfortunately, this is not the case and we are left with difficult decisions about who will have the
chance 1w be wransplanted and who will not.

The most important information which was released at the hearings, by UNOS, was that which
showed the results of increasing donors per million by only a few over the present rate. This is where
the real answer lies to this problem, but unfortunately is lost over arguing how to divide the ple,
rather than working to increase the overall size of the pie.

While at the public hearings on December 10, | also heard a number of other instances where ! felt
witnesses reached conclusions that were not fully supported by the substantive content of their
presentations. However, 1 thought the CONSAD example was of particular concern because several
of the DHHS panel members seemed, during the question period, to have accorded it considerable
significance. | hope this information is helpful. Please give me 3 call if you would like to discuss this
or other subjects in more detail.

Sincerely,

. Stevénson Bynon, jr., M.D., FACS
Assistant Professor of Surgery
Director, Liver Transplant Program

FEB-26-1997 13:25 ' 97 P.a3



LETTERS OF SUPPORT FROM CONGRESS

Representative Henry A. Waxman (D-CA-29) _
and Representative John D. Dingell (D-MI-16)
Senator Edward M. Kennedy (D-MA) '
and Representative Joseph M. Moakle& (D-MA-9)
" Representative Mike Doyle (D-PA-18) | o
Representative Phil English (R-PA-2 i)
Representative Martin Frost (D-TX-24)
Representative James C. Greenwood (R-PA-8)
Representative Frank Mescara.(D-PA-20)
Representative John P. Murtha (D-PA-IZ)
Representative William J. Coyne (D-PA-14)
Representative Alan B. Mollohan (D-WV-1)
Senator John D. Rockefeller IV (D-WV)
Senator Rick Santorum (R-PA) '
Senator Arlen Specter (R-PA)_
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| lemay 13,1997

The Honorable Doona E. Shalala
Secyetary of Health and Homar Services
Deparmment of Health and Buman Services
200 odepepdence Avemne, S.W. -
Waskington, D.C- 20202

DwamySMz}a.

Wemmmwmmwmhhmymmm
recently zoward implementing 2 national policy for allocation of enan organs that is consistent
with the requirements and goals of the National Organ Traasplant Act of 1984. The poblic
meetings convened by the Departnent of Health and Human Scxvices Jast month provided an
Wmhwwamwﬁmmmmmmof ~
senting this cxmcally important policy.

Boﬁzpuhbcmpmmdaagmﬁmlmdmhxpmlcﬁxthcm&mhm
and Traosplantation Network contractor are cavisioned by the statnte. Howeves, the statate abso
clearly provides the Secretary of Health and Fionan Sexvices with the agthority touse s
appropriate public process, including rulemaking, to secute copsensts ameng patients and
£armilies, physiciaes and transplant centers, organ procurement oogamizations, the national
network, and others directly affected by this policy znd 10 ensare unifonm and equitable
enforcernent, which protects the interests of the public, across the corntry, Your poblic meetings
mcaﬁ:ﬁanpmmmgthﬂthmﬁmmlwlxywmmphshmmmobjm ’
xvaﬂnbﬂxtyofoarmsmpmmsckvsdepaﬁmm

Wcmge}mmpm@cdmmdwmlmofﬁnsptmzsa@dinouﬂyasposﬁbk,
kccpmgmmmdbothﬁmmpommeofmcmnonalmmmkmpo&ydwdmmd
nnplcnmlanmofﬂ:cpubhcsmxdandngmmbcmv&vul
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- January 2,1997 - : S . o
anvary 2, 1997 | ‘Pouse of Representatives o U%%%f{g;w,
@@aﬁbmgtmt, EQ 20515—3821 , - D3mMasme
“The Honorable Philip R. Lee, MD. T dtimses
Assistant Secretary for Health BT o ' '
‘U.S. Department of Health and Human Semces
. 200 Independence Avenue, S.W.

Washington, DC 20201

Dear Dr. Lee,

y I wanted to contact you to share my views on the issus of medical éxitcx‘ia for liver
.allocation. 1 realize the deadline for comment was December 13, however, I was unable to -
address this issue until now. I hope you will accept my views however outdated.

As you know, recent changes in the medical criteria for liver allocahon passcd by the -
United Network for Organ Sharing (UNOS), the government transplant contractor, have
" intensified the national debate over to whom a scarce national resource should be given and who
- should determine the policy. I believe that patient needs and benefit shoujd be the standards fora
o national allocation policy. Patxents who are critically ill in need of a transplant pray the policy
. . will work for them.

The National Organ Transplam Act of 1984 (NOTA) stated the intention of Congrcss to
create a national list and national system to ensure equity and faimess for the patients of America
needing organ transplants. The legislative-history at the time the law was passed, a General

. Notice from the Department in the December 18, 1989, Federal Register, the Notice of Proposed
: Rulemaking in the September 8, 1994, Federal Register, and the various House and Senate
A NOTA Resuthorization bills specifically or implicitly refer to the regulatory and oversight roles
o - of the Depanmcnt of H“alth and Human Services over transplantation pohcy

L * I support the pubhc—pnvate partnership between the federal govemment and the
s K professxona] transplant community set forth in NOTA as the appropnate mechanism for
' developmg transplant pohcy
The Board of UNOS recently provided its coHecuve Judgement on the medical criteria for ‘
allocation. I agree with the plan of the Department of Health and Humian Services to conduct
public hearings and to issue an allocation rule incorporating these medical criteria according to =
- the Department's view of what would most benefit the patients of America. : .

T T N T
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1 urge the Department to select an allocation policy that will save as many patient livesas
possxble equalizing their waiting times, and transplant sicker patients bcfore less ill panents
Thank you for your cons1demuon of these views.

Sincefcly, S

Phil English
" Member of Congress

o
AN
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24th District, Texas ' '

: _ : : 2458 Rayburn Housé Offics Buslding
Congress of the Enited States IR
RULES COMMITTEE v B0 m of Mt' : ies | o ,
. SHiashington, BE 20515
March 13, 1997
The Honorable Donna Shalala

Departmcnt of Health and Human Services

- 200 Independence Ave., S.W.
- Washington, D.C. 20201

Dear Madame Secretary: -
I am writing to urge you to exercise your authority to wtabhsh an eqmtable

- national system for the allocation and distribution of human organs for transplantation

which will best serve this nation’s citizens, based on medical necessity.

, As I understand it, thecurrent allocation policy, established by the HHS
contractor, United Network for Organ Sharing (UNOS) gives primacy to location
regionally and then finally natlonally This policy does not guarantee that the patients -
with the greatest medical need receive organs. Instead, an individual who is in less
need may receive an organ, while others, in more dire medical need, wait, simply
because of geography.

Accordmgtoarecentsenesofarﬁclwmtheggzg_gan_g_lj}gm the
median waiting times for a liver transplant can vary from as 18 to as many as 648
days, depending on which transplant center waiting list a patient is on. This

appears
-to run contrary to the mandate in the National Organ Transplam Act of 1984 which -

directed that a system be established to assure that all citizéns have equal access to
transplants, regardless of where they live or where they choose to be transplanted.

Of equal concern are the nation’s servicemen and veterans. Active servicemen
are limited to San Antonio, Texas and Washington D.C. for transplants. Veterans
are limited to Portland, Oregon and Pittsburgh, Pennsylvania for transplants.

Because of the current geographic based system, they are thus severcly dxsadvamaged

: .mthexrwamngumes

DR et -

‘ Plossw reply to offios checied .
Fort Worth, TX 76740 - Daltas, TX 75208 \ © Corsicans, TXTS116
[ 3030SE loop80 [l €00 S. Zsng Bivd., Sulte 506 - : D 100 N. Main, Suite 534
1877) 2934231 ‘ (214) 945-3401 , (903 674-0760

1-800-848-86213 E ’ k - 1-800-937-2056 . S 1-800-292-4423
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- IencoumgemiSahmﬂdadOptasystcmtomandatethebmadmtpossible
sharing of livers, with as equitable distribution of waiting times as possible. The

~ * organ allocation system should serve the needs of patients rather than the dictates of

- geography.
Smcere}y,
Y;n('

MAR’I’IN FROST
- Member of Congress

MEjuk



./. - o
2436 Parvsurn Buioing

EDUCATION AND THE WORKFORCE

o ’ o . . ‘ ’
; JAﬁi&fiﬁiﬁmﬁioo 7 Lo S Weemeon Do
COMMITTEE ON COMMERCE o Dot Oreces
HEALTH et S ONMENT angrggg of thg zﬁm(gn gptatgg | ' Domtsmn Pa 1855
FINANCE AND . — ' i215) 348-7611
o s Ipouse of Representatives . . o
O e o0 - Uashington, BC 20513-3808 . ey

SUBCOMMITTEES! : ’ ,

EARLY CHILDHQOOD. YOUTH AND FAMILIES . I . :
POSTSECONDARY EQUCATION. TRAINING . o L Febmafy 1 l, 1997
AND LIFE-LONG LEARNING S L e DR ) ,

The Honorable Phrhp R. Lee MD.
Assistant Secretary for Health ,
U.S. Department of Health and Human Services
200 Indeypendence Avenue, SW

- Washington, DC 20201

o Deé.r' Dr. Lee:

As a Member of the Pennsylvania Congressional delegation, I join with many of my colleagues
who have already expressed their views with you regarding recent changes in the medical criteria
for liver allocation. I realize the deadline for comment was December 13, and hope that you will
accept my views however outdated : ,

- Tam concerned with the recent changes in the medical criteria for liver allocation passed by the
. United Network for Organ Sharing (UNOS). While the UNOS Board has submitted its plan, it is
the Department of Health and Human Services which should set organ allocation policy. That
policy should serve the interests and needs of the patients first. - I urge the Department of Health
and Human Services to exercise its role as the proper federal authonty to set liver allocanon
policy over that ofa pnvate contractor. o

The policy should be one that saves the most lives, most effectively equalizes waiting times for
organs, and transplants sicker patients before less ill patients. Given that Pennsylvania is home
“to several notable transplant centers, | strongly urge the Department to se|ect an allocation policy
accordingly. _ :

Thank you for your consuierauon of these views. Please keep me appnsed of your mtentlons as
-~ I'have many constituents whose hves are riding on your decxsnon to improve upon the “new”
allocation process. :

‘ Smcerely,

L] éﬁw.wa]

Jim Greenwood '
Member of Congress
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Tashington, BE 20515—3820 :
‘December 12, 1996 .

Philip R. Lee, M.'D ‘
Assistant Secretary For Health
Health and Human Services
Hubert H. Humphrey Building

- 200 Independence Avenue S.W.
Washington, D.C. 20201

Dear Doctor Lee:

- As a Member of the Pennsylvama Congressmnal delegation, I wish to share my yiews - |
with you regarding an issue of the greatest tmportance to the University of thtsburgh Mgdml
Center.

Recent changes in the medipal criteria for liver allo'cationpassed by the United Netwark
. for Organ Sharing (UNOS), the government transplant contractor, have intensified the national
debate over to whom a scarce national resource should be given and who should determine the
~ policy. I believe that patients needs and benefit should be the standards for a national gliocation’
policy. Patients who are critically ill and in need of a transplant certauﬂy pray the policy will
work for them. ,

The National Organ Transplant Act of 1984 (NOTA) (Public Law 98-507) stated the "
intention of Congress to create a national list and national system to ensure equity and faimess
for the patients of America needing organ transplants. The legislative history at the time the law -
was passed, a General Notice from the Department in the December 18, 1989 Federal Register,
and Notice of Rule Proposed Rulemaking in the September 18, 1994 Federal Register, and the
various House and Senate NOTA reauthorization bills specifically or implicitly refer ta the
regulatory and oversight roles of the Department of Health and Human Services over

" transplantation pohcy ‘

I support the pubhc‘»pnvatc partnership between the Federal government and the
professional transplant community set forth in NOTA as the appropnate mechanism fer

developing transplant policy.
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The Board of UNOS recently provxded its collective judgment on the medxcal critesia for
allocation. T agree with the plan of the Department of Health and Human Services to conduct -
- public hearings and to issue an allocation rule i mcorpommg these medical criteria mgggqg to
- the Department’s view of what would benefit the pauents of Ammca. .

Turge thc Department to select an aﬂomon pohcy which will save as many pauems ag

* possible, equalize their waiting times, and transplant sicker pahexns before less ill patieats,

- Thaok you for your consxderauon of my views.

Member of Congress'

- FM:bml
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' | Wlashington, BE 20515
March 13, 1997
The Honorable Donna Shalala
Secretary

Departinent of Health and Human Services
200 Independence Ave., S.W.
Washington, D.C. 20201

~ Dear Madame Secretary:

I am writing to urge you to exercise your authority to establish an eqmmble
national system for the allocation and distribution of human organs for transplantation
which will best serve this nation’s citizens, based on medical necessity.

Aslunderstandxt, thecunentallocatmnpohcy, established by the HHS
contractor, United Network for Organ Sharing (UNOS) gives primacy to location
regionally and then finally nationally.  This policy does not guarantee that the patients
with the greatest medical need receive organs. Instead, an individual who is in less
need may receive an orgaun, while others, in more dire medical need, wait, sxmply
because of geography. -

According to a reccm series of articles in the Cleveland P!;m Dealer, the
median waiting times for a liver transplant can vary from as 18toasmanyas;648
days, depending on which transplant center waiting list a patient is on. This appears
to run contrary to the mandate in the National Organ Transplant Act of 1984 which
dﬁecwdthatasystembeambhshedtoassurerhatancmzenshaveequalaccessto
transplants, regardless of where they live or where they choose to be transplanted.

Of equal concern are the nation’s servicemen and veterans. Active servicemen
are limited to San Antonio, Texas and Washington D.C. for transplants. Veterans
are limited to Portland, Oregon and Pittsburgh, Pennsylvania for transplants.

Because of the current geographic based system, they are thus severely disadvantaged
in their waiting times. ‘

Ploave raply to offics checimd _ :
Fort Worth, TX 76140 - Daltas, TX 75208 C ‘ . Corsicana, TX 75110
[J 3020 S.E. Loop 820 (3 400 5. Zeng Bivd., Sulwe 506 01 100 N. Main, Suite 534
(817} 2539231 T (214 9483401 ‘ {903) 874-0760

1-800-846-6213 . ’ 1-800-937-2056 : 1-800-292-4423



83/12/97 11:17 . ND.B92 P@E3

B

i
i
il
s |
tid

, Iemoumge}ishuuldadOptASysscmtomandatethebmadwtpomible
sharing of livers, with as equitable distribution of waiting times as possible. The
organ allocation system should serve the needs of patients rathsr than the dictates of

geography.

‘Sincerely,

’Y‘\m-Jm(

. MARTIN FROST -
Member of Congress
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Congress of the Wnited States
House of Representatives
®ashington, BE 20515-3812
December 13, 1996

The Honorable Philip R. Lee, M.D.

Assistant Secretary for Health

U.S. Department Of Health and Human Semces
200 Independence Ave SW

Washington, D.C. 20201

Dear Dr. Lee:

I am writing out ‘of concern over the recent changes made in the criteria for liver transplant-
allocation by the United Network for Organ Sharing (UNOS) and the anticipated issuance.of an
allocation rule by the Department of Health and Human Services early next year. :

" While the UNOS Board has submitted its plan, it is the Department of Health and Human Services
who should set organ allocation policy. . That policy should serve the interests and needs of the
" patients first. I therefore urge the Department of Health and Human Services to exercise its role as
- the proper federal authority to set liver allocation policy-over that of a private contractor. The policy
should be one that saves the most lives, most effectively equalizes waiting times for transplants and.
allocates organs according to level of medical urgency of the patient's need for a transplant. .

Thank you for your consideration in this matter.

Sincerely,‘

" JPM:dt
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December 12,1996 o

~ The Honorable Philip R. Lee, M.D.
Assistant Secretary for Health .
U.S. Department of Health and Human Services -
1200 Independence Avenue, S.W. ‘
Washington, D.C. 20201

Dear Dr. Lee: - '

'] wish to share my views with you regarding an issue of great importance. Recent
changes in the medical criteria for liver allocation passed by the United Network for Organ
Sharing (UNOS), the government transplant contractor, have intensified the national debate over -

- to whom a scarce national resource should be given and who should determine the allocation
policy. I believe that patient needs and beneﬁt should be of paramount concern in our country’s
organ allocanon policy. :

The National Organ Transplant Aet of 1984 (NOTA)(P L 98- 507) set forth the intention
of the Congress to create a national system to ensure equity and faimess for the patients of
America needing organ transplants. The legislative history at the time the law was passed,
including a General Notice from the Department in the December 18, 1989 Federal Register, the
Notice of Proposed Rulemaking in the September 8, 1994 Federal Register, and the various -
House and Senate NOTA Reauthorization bills specifically or implicitly-refer to the regulatory
and overSIght roles of the Department of Health and Human Services over transplantatlon policy.

I support the public-private partnershlp between the federal govemment and the
- professional transplant community set forth in NOTA as the appropriate mechanism for
developing transplant policy. Further, I agree with the Department of Health and Human
Services’ plan to conduct public hearings and then to issue an allocation regulation that
incorporates UNOS’ medical criteria for allocation along with the Department s view of what

will most beneﬁt the panents of Amenca



The Honorable Philip R. Lee, M D

" December 12, 1996
- Page Two -

I sn'ongly urge the Department to select an allocation poliéy that will save as many'

‘patient lives as possible, equalize their waiting times for organs, and transplant s1ckcr panents ‘

before less 111 panents ‘Thank you for your comlderanon of these views.
With all best w13hes, Iam .
‘t_ Smcerely, o
L Wllham 1. Coyne S
Member of Congress

' WIC:ar
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The Hanorable Denna E. Shalala ot o

Secratary - o

Department Of Raalth and Human Bervices

200 Independence Avenua, Sw

Room E15 §

Washington, DC 20301

Dear Secretary Shalala:

- I want to take this oppertunisy to IZess My congarn with
the policy racently adepted by the United Natwork for Orwan
Shaxing (UNOS) regarding nationel liver allocation. As 3 member
of the House Vaterans Afairs Appropriations Subcommittee, I an
particularly concerned with how this policy affects Veterans.

As you may Xnow, Veterans ars particularly cced by the
guxrent policy, a8 thope in need of a liver tranaplant are '
limited to only two trangplant facilities, ons located in
Pittsburgh, Pennsxlvania and the other in Porxtland, Oregon. They
have no other cptions. With the proliferation of more than 100
small, regional transplant centers, this means that there are _
fawer organg avallahle for Veterans in need of :ranx:glancs. " Many
Veterans are amgng the siokest patients, and under the current
UNDS policy, many Veterans will needleaely continue to die while
waiting for a liver.

In 1984, Congrass passed the National Organ Transplant Act
(NOTA) in order to crasate 4 navional list and matiopal system
that was fair and equitable to those ir need cof oxgan
transplants. Under NOTA, the Department of Health aud Numan
Services wag to have an integral role in develeping a natiomal
‘trangplant policy as well as corzesponding regulations.

: The present UNOS policy is unfair and misdirected and
conseguantly should be reexamined, The polic{ places regional
and local intareats over the neads of the natilcn'g glek. For
these seoasons, I urge the Pepartment of Health and Muman Services
to igsue final rule on liver allecatiocp incorpozating tha madical
criteria established by the Organ Procurement and Transplantation

Nenwor;: {CPTN) . ‘

© an alloeation. policy that emphasizes saving patients' lives
by aqualizing patient waiting times, and 3llowing sickez patienzs
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‘The Honorable Domus 5. Shalala
Maxch 17, 1997 ,
Page 2

to recaiva t lants before less il1 patients, is Zu: superior
to & policy based solely on geographic coppiderations.

' Tnank you for your attemtion to this matter, and please do
not hesitate to coatact me if X can pmm adaicional

informarion in this ngard. ,
72; mcerz;v,

Alan 8. Mollchan
AMicl
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JOHN D. ROCKEFELLER IV
WEST VINGINIA

Anited States ;%matz

WASHINGTON, DC 205104802

- ; March 12, 1997
\ '
Dear Ser%ﬁl:
As ranking minority member of the Subcommirtee on Health Care of the Senate
Finance Committee and the Senate Veterans Affairs Comumittee, I am writing in support of

your decision to conduct a review of our current policy goveming the allocation of human
organs under the National Organ Transplant Act (NOTA) of 1984.

‘The 1984 Transplant Act recognized uniform federal regulation was the best way to
"eliminate the potential for bias and favoritism in the allocation of scarce life saving organs.
To that end, national policy is supposed to ensure equal access to transplants to all citizens of
similar health status, regardless of where they live. The current geographic based allocation
systern does not appear to meet that test. As I understand it, the median waiting time for
liver transplants can vary from as few as 18 to as many as 648 days, depending on which
‘transplant waiting list a patient is on. Some difference in waiting periods based on location is
probably unavoidable, but a disparity of this magmtudc obviously raises basic questions of
" fundamental fairness. -

Moreover, since veterans are currently limited to only two transplant centers, they are
particularly disadvantaged by the current geographic based system and do not have the ability
to "center shop

The statute gives you th: amhomy to ernploy rulemaking to ensure uniform and
equitable application of the policy. ‘

I urge you to procecd as cxpedxtlously as possﬂ)le and Iook forward to working with
you on this matter.

S' erely,

JohnD. Rodkefeller IV

The Honorable Donna E. Shalal# ' RM""\ e.)-.‘ ,u..uo\ﬁ-l-' |

Secretary

Department of Health and Human Semccs -3 e A
200 Independence Avenue, SW ‘ ‘h
Washington, D.C. 20201

sok TOTAL" PAGE.B2 %ok -
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January 30, 1997

The Honorable Donna Shalala

Secretary

U.S8. Department of Health and Human ‘Services
200 Independence Avenue, SW

Washington, DC 20201

Dear Secrestary Shalala:

In a letter dated December 13, 15396, I wrote to Ms. Judith
‘Braslow of the Health Resources and Services Administration
expressing my strong interest in being kept informed about the
liver allOﬂag1on requlatory process underway in the Department of
Health 4 Human Se*v1cas.,

& follow up tb reiterate my support for the oversight
ne Department in setting national transplant policy,

ne public-private partnership of HHS znd the OPTN.
Once mediczl criteria for allocation have been established by the
OPTN--z5 authorized in the National Organ Transplant Act--and
with input from transplant patients, I believe the Department
should take a much greater *ole in liver a1locatlon policy
making. '

I write as
roles of

(?(1'[1

tima, I have been concerned with the allocation policy
ished in 18Sl--where livers are first distributed

hrough thv Status structure loczlly, second regienally,
and f;na:ly on a nctwopnl basis. This policy has failed to
ensure an adequate supply of livers to patients with the greatest.
medical need, regardless cf where they are located. I understand
that waitirg times vary greatly, from 21 days in Kansas, to 200
ifi Pennsylvenia, to 600 days in Massachusetts. Very few policies
directly control the life and death of American citizens, as does
the allocztion policy. The current policy, developed by a
private crganization, literally determines which patients will
live and dis. Euman organs are too precious and sgcarce a human .

INTERNET: senstor@santorum.senale.gov
Waid WIiDE Wen: hitpJiwww.senate.gov/-sarrtorum
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resource to be allocated by a private contractor without
government oversight of the policy. :

I also am concermed with decisions the UNOS Board made in
November 1996. Specifically, UNOS announced plans to transfer
patients with long-standing, chromic liver problems from Status
One to Status Two, effective January 20. The rationale behind
this policy is reportedly to allocate available livers to those
patients with the best chance for long-term survival, based on
the assumption that acute patients enjoy significantly better
survival rates from transplant, versus chronic patients. I
understand, however, that acute patients have only a 10 percent
higher survival rate than chronic patients. I believe that a 10
percent difference in survival rates may not justify a policy
restricting access to livers for those most in need. Nor is the
10 percent threshold consistent with other UNOS policies: to cite
just one example, female heart-lung transplant patients have & 15
percent better survival.rate than males, yet UNOS does not
allocate organs accordingly. ' :

The reports I have received regarding the patient and family
testimony at the recent HHES hearings reinforced the concerns
expressec above. I hope that the Department will strongly
consider their testimony when deciding on & liver allocation
policy. Thank you for your coneideratiom.

erely,

~Rick Santoram
United States Senate

cc: Ms. Judith Brazslow :
KH¥S5/Social Security Liaison Office
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. 202-224-6324
iDecember 13, 1996

Ms. Judith Braslow .

Director of Transplant Division ‘

U.S. Department of Health and Human Serv;ces
200 Independence Ave. SW

Washington, DC 20201

" Dear MS; Braslow,

I understand the Department of ‘Health and Human Services is
currently conducting public hearings and accepting public
comments regarding liver allocation pollcy as establlshed by the -
United Network of Organ Sharlng (UNOS)

. The National Organ Transplant Act of 1984 (NOTA) created a system
' to ensure equity in allocation for patients needing organ
transplants. I recognize that the regulatory and oversight roles
of the Department of Health and Human Services over
transplantation policy has been referenced in past legislative
"actions,. such as NOTA reauthorization bills. .I support the
public-private partnership between HHS and UNOS set forth in NOTA
as the appropriate mechanism for developing transplant policy.

Given that Pennsylvania is home to several notable transplant
centérs, I would like to stay abreast of the situation. Please
keep me apprised of these proceedings and any policy adjustments
that may result. Additionally, in light of my ongoing interest
in this issue, I look forward to actively participating' in future
NOTA reauthorization and congressional oversight.

Thank you for keeping me informed on the progress of the hearings
and any policy determinations regarding liver allocation.

Sincerely,

o o ﬁ Rick Santorum :
c¢: HHS/Social Security - ‘ " United States Senate
Liaison Office ' - -

.. INTERNET: senator@santorum.senate.gov
WoRLD WinE Wes: http:/iwww.senate.gov/~santorum
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TED STEVENS, ALASKA, CHAIRMAN

THAD COCHRAN, MISSISSPP - ROBERT C. SYAD, WESY VIAGINIA

ARCEN SPECTER, PERNSYLVANIA DANIEL K. WNOUYE, NAWAL

PETE V. BOMENICY, HEW MEXKO LANESY F, HOLLINGS. SQUTH CARDLINA
CHASTOPMER 5. SONTL MISSOUARL FATRICK J. LEAWY, VERMCNT -

CONRAD BURNS. MONTANA

SLADE GONTON, WASHINGTON | OMLE BUMPEAS, ARKANSAS - 101
MITCH MCCONNELL, KENTUCKY * - FAANK B LAUTEVBERG. NEW JERSEY . nl t[ tﬂtm Eﬂ g tE
 TOM KARKIN, IOWA - ;

MICHARD C, SHELRY, ALABAMA . BARBARA A MICULSKL, MARYLAND
JUDO GREGG, NEW HAMPSHIRE - KARRY REID, NEVADA . . - COMMITTEE ON APPROPRIATIO NS
ROBEAT £, BENNETT, UTAH  ° 11630 KONL, WISLOSIN
. BEN NIGHTHONSE CAMPEELL, COLORADS)  PATTY MURBAY, WASMNGTON L WASHINGTON, DC 20510-6025
" . LABRY CRAIG, IDAHO - BYRON DOAGAN, NORTH DAKOTA . ) L .
LAUCH FAIRCLOTH, NCORTH CAROUNA BARBARA BOXEA, CALDFORNIA ) .

KAY BAILEY HUTCHISON, TEXAS
“ STEVEN J, CORTESE STASF DINECTOR
JAMES K. ERGLISH, MINGAITY STAFF ORECTOR

February ?, 1997

Phlhp R_ Lee ‘M.D.

Assistant Secretary for Health and Smence
U.S. Department of Health and Human Servmes
- 200 Independence Avenue, SW '
. Washington, DC 20201 '

Dear Dr. Lee: * -

~ The University of Pittsburgh Medical Center remains deeply concerned about current
policies on liver transplant allocation. UPMC believes that the new policy implemented V
January 20, 1997, by the United Network for Organ Sharing sxgmﬁcantly reduces the - ;
opportunity for a wider distribution of organs. I understand that you, prior to your departure
from the department, are weighing the medical evidence and other major factors to determine
whether the current policy ought to be changed. 1 strongly urge you to carefully weigh the -
points-that UPMC have raised in the department’s public hearing-at NJH. Because of the
utmost importance of saving as many lives as feasible, I believe UPMC’s concerns deserve a’

' comprehensive consideration. : . . .

- 1 wish you well as you return to private life.

My best.

Arlen Specter :
Chairman, Subcommittee on Labor Health and
* Human Serw;s;s, Education and Related Agencies
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LETTERS OF SUPPORT
_ Baylor Health Care System

Howard University Hospital .
University of Nebraska Medical Center
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. BAYLOR HEALTH CARE SYSTEM

February 20, 1997

Boone Powell, Jr.. FACHE.
President :

Secretary Donna Shalala
Department of Health and Human Resources
200 Independence Ave., S, W ‘
Suite 615F -
. Washington, D.C. 20201

Dear Secretary Shalala: -

'I am forwardmg to you a copy of an oplmon edltonal on the need for change in the current
organ allocation system written by Goran B. Klintmalm, M. D.., the director of the Baylor
Institute of Transplantation Sciences. The opinion editorial is to be published in the Austin
American Statesman in the next few days. I wanted you to have this because Dr.
Klintmalm has clearly articulated an issue that desperately needs your attention and
_support for change :

1 know yo(ir staff has been working on developing new guidelines for allocating livers in
the United States and on what the role of the United Network for Organ Sharing will be in
setting future policies. I wanted to take this opportunity to go on record with you as a
strong proponent for change in the current system and to urge you and your staff to remain
steadfast in pursuing what is ncht for patients.

Organs are a national fesource and should be d|stnbuted as such. Patients in need of a
liver, or any organ, should have an equal chance of receiving that organ no matter where
they chose to go for care. The current allocation system is directly opposed to this
principle and had been promulgated by a group of individuals whose self-interest should
-automatically eliminate them from participating in such a decision.

1 don’'t want to belabor this issue because I know you have been inundated by opinions on
the organ allocation system and I am in total agreement with the enclosed editorial. I hope
you will have time to review it. Itis important to me that you know where I stand .
personally and that you be aware that Baylor is firmly in support of your decision to
intervene and correct what is fundamentally flawed. Yours is not an easy task in the face
of the pressure being placed on HHS to maintain the status quo, but I am confident that you
and your staff will see through the rhetoric and posturing to the real issue of how to

distri bute organs to those in most need .

350C Guston Avenue, Dallas, Texas 75246
(214) 820-2731 Fax (214) 820-7891
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We are all appreciative of your attention to tins problem and adxmre your courageou,sneqs
in brmgmg resolution to the controversy. ' ‘

Sincerely,

M

-‘Boone Powell, Jr,
President and CEO
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February 26, 1997

Dear Transplant Recipient:

As a liver transplant patient you should know that the Department of Health and Human .
Services held public hearings in December to discuss the issue of organ allocation in the
United States. Itestified at those hearings advocating-a more fair and equitable allocation
system for transplant patients on the waiting list.. .

Today, the system of allocating organs in the United States ignores patients’ needs.

Every transplant patient on the waiting list deserves a fair chance at receiving an organ

regardless of where medical care is sought. Unfortunately, because of the current system,
' patients inevitably have to choose between a transplant center such as Baylor, a transplant

center with extensive experience, expertise and excellent results, and a transplant center

where organs are quickly available but medical care less well delivered.

" Enclosed is an editorial I submitted to the Austin American-Statesman explaining my
opinion on the currently allocation system and an explanation of how it can be fixed. An
opinion from the Department of Health and Human Services is expected in mid-March
1997. If you would like to voice your opinions or concems regarding the organ allocation
system, please write to Secretary Donna Shalala, Department of Health and Human:
Services, at 200 Ind/epcndcnce Ave., SW, Suite 615F, Washington, DC, 20201.

Sincerely, -« ,.{5" / ’
S
LC& W/fc’/w&%

Goyan Kﬁmnaim M.D,, Ph.D.
Chairman, Baylor Insutute for Transplantation Sciences

Enclosure
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‘ TE[E ORGAN ALLOCATION SYSTEM...IN NEED OF CHANGE
by Goran Klintmalm, M.D., Ph. D

Transplanf patients are dying needlessly due to the current way créans are allocated in
the United States. I have patients neediﬁg !i#er transplants who have been on ;he waiting list for
more than on; year, They c;}uld.have sought treatment ih Shrevep§r{ or Houston where their
waiting times would have been substantially shorter according to ppblishéd vstaﬁ‘stics, but instead
they chose a transplant ceﬁter with e&tensive experience expertise and oonsisteﬁt, successful
results And because of the compiex unfair organ allocation system they continue waiting,

Why does this inequity exist, and why .should we be concerned about it? The current
system of allocatmg organs for transplantatxon 1gnorcs patients’ needs; however this system is
fixable. Currently, transplant organs are OWned” by transplant centers w1thm sclf-scrvmg
geographical boundaries without considering where the patients go to be treated. In other words,
the availability of these organs depenc}s onkwhere treatment is sought rather than how badly or
v»;here the organ is needed. |

This controversial is;ue poséc two difficult questions for the patient with a complex and
deadly disease in need of a tra'nspla_nti 1) Is my priority to choose a transplant center where
orgzins are quickly available? or 2) do I choose a trans;ﬁlant center where the heaItAh"care and
transplant expertise is superior? |

While recciving an organ quickly eases the anxiety of waiting, the issue of quality

medical care and experience is 8 matter of life or death. Out of 113 liver transplént centers
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natiop@ide, 25 of the largest centers (less than one quarter) perform 60 percent of all liver
trgnsplants, while half perform fewer than 12 transplants #;eér. The deathirate at these smaller
centers is 2.4 times higher than at the 25 largq centers wnh experience.

The fact is patients should not haveAto cixqose between the availabili.ty of organs and |
quality medical care, y?.t they'are forced to do so eveﬁ day. For example,l at Baylor, where [ am
ﬁe director of transplantation sciences, our waiting .l.ist for liver transplants makes up half of all
the people in Texas an_d. Oklahoma who wait for a fiver. Yet under the current system, these
patients have access to only one-third of the available organs. The remaining two-thirds of ail
the livers donated for transplants in Texas and Oklahoma first g0 to centers with fewer pétients
awaiting transplants. |
| The ideal solution would be to have enough orga;ns for-every patient in need; however,
because this is nét the current situation, chaﬁges must be madé to re\l/amp the organ allocation
systém to focus on patients. No matter how we structure the allocation sys;tem, patients will dig
due to ]ack of organs. In this situation we must demand equal waiting time for every patient.
Every patient slhiould have the same chance to recgive_ a life-saving organ regardless of where
they wait for transplant -- Dallas, Houston, Shreveport or Oklghcﬁma City.

In December 1996, the Depamne;it of Health and Human Senfices héld public hearings
that addressed the p'roblems.of patient need and organ allocation. During those hearings,
patients and public representatives asked for a change in the system. Several transplant
surgeons, including myself, advocated a new regional Systexﬁ that would';;nd a donated organ to

_ the patient in the greatest need, within a reasonable distance from the donor hospital.



Such a'systcm wOQId elirﬁinate the patient’é agc;ni#ing choice b'etween availability éf
organs and quality of medical care. What's moie, it would'providg for a more equitable |
distxibuﬁon of organs, so that people whqse lives depend on mnsplams doﬁ’t'die waiting, while ‘
in neighboring cities las; acutely ill patients a:§ receivii}g transplants within shorter periods of
time. | | o

An ‘opinion fmmvmeDe.partment of Héalth and Human Services is expected in mid- |
March 1997. It is within their power to restructure the system and/or make recommendations to
Congre#s that legislators would be 'certain to heed. |
- Ifyou v;brtld like to voice opinions.ar concerns regarding the organ allocation system, pleasg'

write to Secretary Donna Shalala, Department of Health and Human Services, at 200
Independence Ave., SW, Suite 615F, Washington, DC, 20201.
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- Clive O. Callender, M.D.FACS.
LaSalle D. Leffall, Jr., Professor of Surgery
Chairman, Department of Surgery
Director, Transplant Center

January 22, 1997

: Surgeon-in-Chief
- Howard University Hospital
Washington, D.C. 20060,
(202) 865-1441

FAX: (202) 865-5396

The Honorable Donna Shalala
‘Secretary
U.S. Department of Health and Human Semces
615F Hubert H. Humphrey Building
- 200 Independence Avenue, S\W.
Washington, D.C. 20201

. Dear Secretaxy ‘Shalala:

Although I have written to you re:cently on the issue of hver allocation (pubhc testunony and
written comments, December 11, 1996), I feel compelled to write to you again in hght of the
" opposition to Department rule-makmg by some of my transplant colleagues.

Over the years, through my partlclpauon in the OPTN and in my efforts to promote trahsplam
objectives in the minority community, [ have long held the views that OPTN policies require input
from several sources: the expertise of transplant professionals; the perspectives of candidates,
recipients, and their families; and the significant mvolvement of the Department of Health and Human
Services. : ,

My transplant colleagues have already provided their professional judgment in the
establishment of medical criteria as the law provides. Although contrary to the OPTN contractor’s
views, the members of the patient community expressed their strong support at the DHHS hearings
for a different and fairer system that would allocate organs to the patients in greatest need, regardless
of'their location. A broader sharing of organs as was suggested in Part E on page 2 of my testimony
is likely to result in a fairer allocation of organs and was echoed by many of the patient witnesses.
Reasonably broader sharing can be achieved by allocating organs first to the local status 1 and 2
patients and then to Status 1 and 2 patients nationally, before going to less sick patients. This type
of allocation would preserve and elevate the medical urgency of patients and not lose the local reward
to local donors. As I said in my testimony at the hearing: “...the new policy which goes into effect
January 20, disadvantages the largest segment of liver patients ... who have acute exacerbations of
chronic liver disease which is remediable only by performing emergency or urgent liver transplant ...
this new policy, also, affects the poverty stricken minority populations who see the doctor very late
in their disease, and if they are referred for liver transplantation will likely be in the category of

- patients with acute exacerbation of chronic illnesses and an urgent need for transplantation.” The fact
that such a large proportion of candidates will be disadvantaged by the liver allocation changes
approved in November by-the UNOS Board, to me, is & clear indication that the process currently

-
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 Letter to The Honorable Shalala -
Page two

used by the OPTN can be improved upon. A different perspective is often desirable especially the
perspective presented by our patients and other users or potential users of our services. Your office’s -

- oversight and participation in the final policy making in this allocation matter are critical.

I also mentioned in my testimony that the Department should “... agsist UNOS in its policy
making and ... help it make the fairest decision and when it needs help to provide it in a way that best

‘meets our national needs”. The needs of transplant candidates nationally will be best served by the’

department’s modaﬁcanon of the liver allocation changes approved by the UNOS Board.

1, now therefore urge you and your Departmental staff to prowde the leadership on the liver |

‘allocation policy that will protect the interests of all transplant candxdates and meet their needs for
a fair, accessible system.

1 would be happy to discuss these issues further with you and your staff should you desire it.
Sincerely,

(/g@e,a éééb /"‘*/‘1&

Clive O. Callender, M.D_, F.A.C. S.
" LaSalle D. Leffall, Jr. Professor -
Chairman, Department of Surgery

COCAsp

Enclosure: pg. 2-3 of Testimony
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this is not evident. African Americans comprise 12% of the
American population and 35% of ESRD transplant waiting 1lists
because they have 2 - 4 times more ESRD than Caucasians. On liver
transplant waiting lists African American rarely account for more
than -10% it should te more than 20%. I believe this lower number
is because of a "Green Screen" which means that if one does not.
have the fiscal resources one will never get on the transplant
waiting list. The physician will not refer this patient for liver
transplant because of a lack of resources and many hospitals cannot
afford to transplant such patients. They therefore die without
being given the option of transplantation. This accounts for why
the celebrity appears to get Ifavored treatment” and why the
minority communities do not believe the system is "fair". It is
not the allocation scheme in this instance which is unfair but the
global society, which cpposes the raising of taxes to make health
care a right for all. . I request DHHS to look into this great
inequity which we must strategize to overcome as vigorously as we
attack all other obstacles to successful transplantation.

C - The new policy which goes into effect January 20, 1997
disadvantages the largest segment of liver patients - those like
Morgan Wooten, Governor Casey, and many others who have acute
exacerbations of chronic liver disease which is remediable only by
performlng emergency or urgent liver transplantation. ’

D - thlS new pollcy,also affects the poverty stricken, minority
populations who see zhe doctor very late in their disease and if
they are referred for .iver transplantation will likely be in the
category of patients with acute exacerbations, of chronic illnesses
and in- urgent need Zor transplantation. This includes the
substance abuse patients - who when rehabilitated want to live too!

E - I favor a modification of the University of Pittsburgh Medical

Center's algorithm which would offer an available liver to patients

on the local list, who are the old status 1 and 2 and then to
status -1 and 2 nationally and ‘then 3 and 4 locally and then to-
status 3 and 4 nationally. This presumes the old status 1 - 7
classification is preserved and elevates the importance of medical

urgency for all categories of patlents without losing the local

reward to local donors which I believe is important to not inhibit

the altruistic local donors. My community presentations and the

feedback received suggests this is an important stimuli to local

organ donation. Liver allocation has become a mediagenic issue and

what is decided here will have a tremendous influence on the number

one (1) problem in transplantation today - the shortadge of donors.

It is important therefore to emphasize that, which is fairest to

all groups is that which must be done. - S
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I welcome the DHHS calling these public hearing to help us all
do the. right . thing. = The rlght thing in the case of liver

allocation is to assist YNOS in its policy making and to help it

make the fairest decision and when it needs help to provide it in
2 way that best meets our national need. This should not be to
bully UNOS but to give good and appropriate gyersight!

Yy VU

Finally, the closer we get to an equitable allocaticn system ‘

the louder we can speak when we go into the community to educate
and empower in order “c maximize community participation in aTll
aspects of transplantation especially organ and tissue donatlon.

IT - Donation of organs and tissues fo:_transplantatlon.
A. - The major‘:mpediments to érgan donation ‘are:

1. Inequ:izable crgan allocation

2.  Subopt:imal use of the community as a change agent

for crgan zissue donation and transplantation

3. . Lack =i
levels of problem resolution, research and resource_
allocation,

4, Lack of =ransplantation awareness.

5. Reiiqz::s,mvths and misperceptions.

6. Distrust =£ the health care system and health care
profess:onals.

7. .Fears <har signing donor <cards will lealeto
premature declaration of death.

8. Inadequate emphasis on behavior modification
towards health promotion and disease prevention
along with increasing donor card signing, family
discussions and qlVlnq crganftlssues in life and
after death.

9. Lack of adequate use of recipients, donors,
‘ transplant candidates as community messengers.,

cptimization of communlty lnput at' &ll‘
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March 18, 1997

The Honorable Donna E. Shalala
Secretary of Health and Human Services
Department of Health and Human Sennms
' 200 Independence Avenue, S.W.
_ Washington, D.C. 20202

Dear Secretary Shaiala.

Tms letter Is to follow=up on your meeung of March 6, 1997, with Senator Robert Kerrey of
- Nebraska. At this meeting, the Senator expressed concems regarding the current system of
B human donor liver distribution in the United States. ‘

I would ke to bring to your attention the letter of February 18, 1297, which was sent to you by
Dr. Alan N, Langnas, Chief of Transptantation Surgery, and Marsha Morien, Associate Hospital
Director of the University of Nebraska Medical Center.. This letter clearly atticulates our concern
with regard to Section 3.0 of the Bylaws of the United Network for Organ Sharing (UNOS). This
policy requires patients to be listed at the Organ Procurement Organization (OPQ) contracted

o the transpiant center that has been selected by the patient, referring physiclan, or insurance
company. This palicy forces an OPO to dellver its primary service to the local transplantation
center rather than to the population of residents in their local area who are candidates for
transpiantation.

| urge you and your staff to become leaders for change that wili bring about a system that will
be better for patients. | am In agreement with a new system that would allow a patient awalting

~ organ transplantation to be listed with their lacal OPQ regardiess of the transplantation center -
assigned tg the patient. More information about how a new interpretation of exmhng UNOS
Bylaws could make that happen is outlined in the attached letter,

| belleve that the Department of Heaith and Human Setvices has the authority for oversight cf
the Organ Frocurement Tsansplantahan Network and has the authonty to interpret UNOS
Bylaws. . .

Your attenticn to this Issue |s greatly appreciated.

”s

Slncerely, L

¥ w,/-é—-'*""
\Mﬂtam 0.8 r{ Ph D
Chancalior
enclosure

Ummnyelmwwcah Univarsity of Nebauska Medical Canlar - University of Nabraska at Omahe Mdﬂwﬁ%
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February 13, 1997

- “ P *

- The Honarable Donna E. Shalaia

Secretary of Health and Human Services
Department of Health and Human Services
200 Indepandance Avenuse, $.W. :
Washington, DC 20202

Dear Secretary Shalala:

_. The purpose of this fetter is to néhest an interpretation hy the Dapartment of Meaith

and Human Sarvices of Sectian 3.0 of the Bylaws of the Unitad Network for Grgan

~ Sharing. Section 3.0 palicies apply to the allocatian of organs for transplantation.

In this section of the bylaws, [t states that it Is the palicy of UNOS to encourage
cooperative working relationships within and among OPO's to serve the best interests
of rransplant patients.: We balieve that the currenht interpretation of this policy that
requires patients to be listed at the OPO contracted to the transplant center forces
an OPO to dellver Its primary service to the local transplantation eenters rathar than
to the papuistion of resadents In their local area who are c¢andidates for

transplantatian.

We propose to your administration, an intsrpremlnn‘nf existing LNQS Bylaws and

policy That could sflow for the direct linkage of waiting recipiants to organs available
ragardless of thelr chosen or assigned transplantation center location. Thae dafinltlon
of locel wouid be defined by the origin or home of the walting reciplant. A patient
awalting organ transplantation would be listed with their iocal organ procurement

. organization regardiess of the transplantation center assigned to or chosen by that

patiant, The patient would benafit from the element of service provided by tha loca|

.OPO and yet have tha Bbllky to receive tranaplantstion at any center based upon
‘whatever reasan(s) ars important to the patient, his/her primary caregiver, payor, etc.”

The OPO would be responsible for serving local recipients regardiess of whare those
recipients migh be listed for care. A local organ identified by the present aliocarion
system as designated far a given locally-listed reciplent would be recovered and
moved to the dasignated transplantation center for that recipient. This would
reincerpret the concept of ‘local’ by changing It from a geographic designator to one -
which identifias a group of patlents for which an OPO would be responsible. This
system of allocation would provide directly linked patiant service regardless of.-the.

Unﬁmwamw«muh Univaaily of Nobravka Medies Conter  Univeraity of Nabraska at Omaha  Univerity of Nebraska st Keairmy

cnod
€0 'd

CINOIU/OIIN ORNR 033§ 859 209 V4 THICT QAL 16/03/%0
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Letter to Secretary Shalals |
Fabruary 18, 1897
" Pagm2
locatlan of the transplamation cemar'. Thl service would ba pravided by the
. patient’s local OPO, This is a true patent-driven system of organ aliocation. Wa
alraady have the bylaws, abllity, and technology 10 make this system waork today,
A new tnurpremlnd of UNOS Sylaws would allow the patients from other OPD’s
to have the option to list and be sarved by the QPO In their home lacation, We
believe that the Department of Health and Human Services has authority far the
oversight of the Qrgan Pracurement Transplantatmn Network and has the autharity
to issue this Interpretation. We ara not awars of anv HCFA reguiations that would
preverx this Inxnrpretatlon of tha Bylaws. -
We would waicome tha nppon:umty 10 dlscuis ntms request with you‘ 'w. look
forward 1o hearing trom you concerning the lntarpmmlon of UNOS palicles In secrlon _
‘30nflheByaws. o ,
5lncafely,
- Algn N, Langnas, D 0.
Chiet of Tmnsplantaﬁon 5urgery
Marsha Morien -
Assaciate Hospital Director
ce:  Judith Bu:ioév. Division of Transplaniaﬂon
. Bruce Vigdek, Heahlth Care Mnanclng Administraxon
- Byers W. Shaw, Jr, M.D.
Michael F. Sarreli, M.D. -
Senat_nr_J. Robert Kerray
voog - ‘QENOIG/SLIR OWNA 6::3 895 30b xv;; IP:CT ABEL 46/0%/C0
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{ VETERANS OF FOREIGN WARS OF THE UNITED STATES

March 4, 1997

_The Hoanrahls Donna Shalsia ‘ : .
Secretary of Fisulth sud Human Services S
-U.S. Departmont of Health and Human Services

200 Independenos Avenue, SW.

Washington, DC 20201

‘Dear Seoratary Shalale:

~ As Commanderin-Chief of tha Velarans of Foreign Wars of tha Usited States (VW) and cn bahalf
of ovar 1.9 million mambers who are veterens, I am compelled to write this letter 1o express our
concesns with recent policy changes io medical celtaria for luman liver allocations and ask thst you
final rules reversing this policy. The changes X spaak of have beon approved by the
United Netwoyk for Organ Sharing (UNOS), the Government transplant contractor for the Natiana]
Organ Procurement and Transplantation Network (OFTN). We feel these changes in polioy &il to
meet the needs of our natlon's veterans, particularly if the veteran is considered the neodiost and
sickest patient. ‘ R

Under the new policy which changed what type of patients are considered 23 status 1 for transplant
puTposes, only patients with life expectancies of seven days without transplant who have one of only
four acute liver failnre diagnoess would reccive priority for transplantation. This Jeaves all ather

 fiver transplant candidstay, regardiess of their medical urgency and life expestancy, o be considered
statug 2 or 3 patients and rmay never recaive 2 life austaining liver transpiant. What this means to the
VFW it that soms veterans, who may bs sarvice connacted for canditions which should requirs Liver

 tmaaplents will never be offcred transplantation as an option, espedially those veterans who suffer
from chronic conditiang sych as Hepatitls, liver clrrhosis dus to self medication with alcchol, primary
biliary cirrhosie or heveditary diseases. Veterans in these catcgories could be forced to go without
liver transplanty and, a5 2 result, may die prematurely, S

. Further exacarbating this dilernma s the current policy which establisher gsographical restrictions that
furthet testrict veterans from equal access to avalisble danor Svers similar to liver trassplant
candidates in the private sector, The rasson for this buing, that veterans, particularly low income,
madically indigant veterans, are limited to anly tsun bver transpiant facilitios in the antire VA system —~
Pittsburgh, Pernsylvania snd Portiand, Oregen. Using this prasant wransplant pelicy, veteram who
necd liver tranaplants are sdd=d to the local waiting Jistd in Pittsburgh and Portiand with no apecial
consideration givan to the fact that thess serioualy ill vetarany come from mumerous cities and towns
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The Homoreble Denne Shalais
Secresnvy, HHS ’
Merck 4, 1997

Pege?

. tbrthhncmmy. This cagses the waiting lists in thees twa citiss to bacome sxcaptionally [ong

reslting in many vetersns nevar receiving life saving liver transplasts. Therefore, it Is concefvable

- that many vaterans on the VA waiting lists in Pittuburgh and Partland may never rise higher than

statys 2. Furtharmore, mwmmmmmmmmm it may
Mnmmhmmhmw-udhﬁwdowumﬂy ~

mnpuncyhp:mﬂyuﬁrmmm.hnupdﬂymm It‘sabviomthnsomethingu
wrang when  policy permits argans to be transplanted into less-xieker status 3 patients in local areas

“before being offered 1o status 1 and 2 patient who are needier and xicker throughsut the country,
‘Therefore, the VFW must go on record opposing these liver transplant policies and urge you as-

Secretary for Health and Buman Services to nso your authority and issus final rules aa liver allocation
w:NamlbvuMphqumdymwummmmymm
livers ragardiesy of thelr goographic location er whare the organ wias donated,

Imcndymtycurmpmto ﬂu:mwmmwmmddwtheﬂ hun;nfoar
Monuetminynwdanm

Sincavely,

JAMESE, NIEX. °
Commandar-inChief

| ee! Hnmbhknanruwn, Secretary of Veterans Atfalrs

Honorshls Arien Speciar, Chmmlm\’mus‘mcm
Honorshle John D. Rockefelier, IV, Ranking Minarity Mamber, SVAC -
Honorabie Bob Stump, cmm»vmmcm
Honorabls Lane Bvans, Ranking Minority Member, HVAC
bc: Al Mombars, Senste & House Veteruns' Afairs Commttees
maﬁmnmm“gm , DAV
: Sommer, Exscutive Directar, namimmamrym
.Gur:inm:ﬁlld, Mvcbin;uor PVA »
Michsal E, Naylon, Bxscutive Director, AMVETYS
oo oy et Do, Vi Voot of Aneric
C Pennsylvania
xqsmzm i
- Bob Wallsce, Daputy Executive Directar
All Directors, VFW Washington Ofice

MlﬁddkcpmMm '
S ALIVERLET. WS



The first sentence of the _

. article reads: “According to
the law firm of Doepken
Keevican & Weiss, the -
United Network for Organ
Sharing, the government
contractor that oversees the -
national organ allocation

- system, has adopted a liver -
transplant-policy that

- allocates livers not to the

- neediest and sickest
patients, but tolocal _
transplant centers nearest
the organ donor.” :

L

LEGISLATIVE INFORMATION

the neediest and sickest patienss, but 1o local
transpiant centers nearest the organ donor.
Proposed Mules and repulsrions stetarging from
this Act heve baen making their way through

HHS and Wil soon become final. A changein

ourrenz policy could seve the lives of p0 200
people each year, inchuding veserans, who would
beneflt by the adoption of a fuls, Aational liver
tranplant policy. Vetarsns' bonsfits limis the
eholos of veterany in need of s Liver tanspiant 1o
only two facilities. locsed in Pisdusghand
* policy combined with the proliferation of over
- 100 small trensplan: contery pationwido has
reduced the number of organs available for
vereans and ncedicst patienss. For moce
information and how you can impeet policy

Natiers! Coatleion for Howeloms Vettrsaz

thanges connace WFMI. NM
Keevican & Waiss Atorneys av Law,
412 355.2600. '

Naticnal Association of Hoxsing Cogperatives,
In & covint lezter advived that veterans who want
10 cbtain VA home losa mortgage guacsntess 10
purchase housing cooperive units, are unable
0 do 0. This Is becnnse VA regulations do not

. sllow morigage puarsnees for veterans to

purclse s cooperative. Last year, Rep,
Malongy (DNYY) introducad a bitt (HR 1006)
that would sllow veserans 1o purthase hoveing
cooprmzives. Sho plans to reintroduce the
measure this year. The VA has the bolief that

the potential demand for VA-gusrantesd

cooperative losns would not justify the VA in .
becoming familiar enoapli with the coopesatives

t0 avalusoy individual loan requests, For more
information contacs e Suiftvan, a2 NAHC,
1614 King S, Alexandria, V4 22314-2719,

| 703 349.5201.
" Ismek Amendetrst Reintrocduced in the House,

AR 232, Ameadment to the Lobbying Disclosure
Actof 1995 This bilt tkes the Simpson
Amendment o iis exreme, The Simpson

- Amendmant prohibits 501e4's that recelve

Simpson Amendmens aliows $01c4's that
receive federal funds  affiliate with ~
organizations that lobby. Specifleally, Senamr
Slmpson said on the floor of the Senkte thar
organizations could biflrcase, cresting an entity
that receives fodera) funds and anotheethat
fobbics. This new bill would prevens tis from

- oceurming by probibitiag Wbbying by eny

organization ¢ (such as 501¢3's) sffllisted with
S0Lc# that receives federal funds, This bill kas
been refirred o the House Judiciary Commines, -
At this point, it Is not clesy that this bilf will
move, particalsely beeaase & would Mve o be
spproved by the Ndiclary Committee. which is
less fontile ground for Inpok proposls. Waeh
forupdgtes snd progress o this DIl ©~

HR 162, Vererans®

Entreprencurshiy
- Promotion Aw, Introduced Janusry 7, 1997 by

Rap. Bob Filner. (D<CA). This bill is deuigned
(o aasixy the development of small businesscy

- owmed by dissbisd and other aligible veiorsas.

Under this measure, s program would e

~ esmblithed to hlp clighls vesren-owned small
~ businessas compeme for Federal povernment
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