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December 9,1996 

MEMORANDUM TO SECRETARY DONNA SHALALA 

FROM: Kelly Craighead 

RE: Proposed Liver AlIocfltion Policy 

Wendy Marx is a close friend of mind. She has hepatitis B (apparently contracted while having 
her.wisdom teeth removed). She is c~ently on the waiting list to receive a liver transplant. 
Under the newly proposed policy by the United Network for Organ Sharing (UNOS) th~ chronic 
nature of her illness could very well ~rohibit her from reaching the status needed to receive a 
liver in time to save her life. She, alobg with her brother and Olympian Carl Lewis, formed an 
organ donor awareness foundation se~en 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 itl policy, UNOS did very little to invite comment from those 
who might be most greatly affecte4 b~ the proposed changes. Much of the controversy generated 
by the new policy seems to stem frorrt several areas; one, the discrimination against chronic 
patients as opposed to the treatment given to those with acute illness; the other, regional versus 
national allocation practices. I 
Based on my own experiences, I support the current policy of assigning organs to those patients 
with the greatest need (i.e. the sickest people). ·1 furthermore support the idea of having a truly 
national system of distribution inste~d ofthe 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 Ithe 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~ a system that would unfairly favor one patient over another 

. I 

based on nothing more than geographic location. Likewise, please do not deny patients with 
chronic illnesses their equal rights td liver transplants. I am hopeful that during the hearing 
process you will reach the same conclusion -- that no policy should issue a death sentence to my 

I 

friend Wendy Marx or anyone like her. 
o I 

I would be happy to provide you wi~h any supporting information you might request. Thank you 
in advance for your time and consideration. 

I . 



December 6, 1996 

Kelly craighead

Special Assistant to the President 

The White House 

Washington, D.C. 2~~00 


Dear Kelly, 

As you know, the board of the united Network for organ 
Sharing (UNOS) recently Iapproved a major change in the way 
patients needing liver transplants will be given priority on the 
waiting list. Effectiv~ January 20, 1997, it will no longer be 
possible for patients with chronic conditions, regardless of how 
urgent those conditionslmay be, to be given the highest priority 
for a liver donor. These chronic patients include people with 
hepatitis, cirrhosis, primary biliary cirrhosis, sclerosing 
cholangitis, autoimmune liver diseases and other inherited 
diseases of the liver. 

As an active carrier of one of these "chronic conditions", 
hepatitis, this policy ~ffectively issues me to a death sentence. 
It is the same for manylothers like me around the country, people 
who are suffering from illnesses we certainly did not choose to 
contract. Under the current policy, patients projected to die 

. within seven days without a transplant get the highest priority 
(status 1). Those who heed constant hospital care are next 
(Status 2). Less critical candidates are assigned lower 
priorities. When a liv~r becomes available, someone with the 
highest priority (i.e. the sickest) receives the organ first. 
When all else is equal'l 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 thousandsl of others will automatically be relegated 
to Status 2 regardless IOf how sick we become. 

ONOS based this n~w 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, ~nalysis of UNOS Liver Registry data shows 
that this survival rate increase between chronic and acute 
patients is negligible land does not ref lett the thousands of 
lives that will be lost by patients who will never be allowed to 
reach status 1. I . 

It is extremely troubling that this new policy eliminates 
the ability for doctor~ to make any meaningful decisions on a 
case-by-case basis. The new UNOS policy does not allow for any 
individual evaluation ~hatsoever. Most importantly, it fails to 
address the rE~al issuelat hand: the desl?era~e need for more 
organs. That 1S where we need to be ded1cat1ng our resources. 
Let's not keep fighting about how to split up the pie. Let's work 
toward increasing the $ize of it. 



Kelly Craighead 
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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. In 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 
distribution of more 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 me 
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-hearings 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 Je·ff 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, 

.:tf~~P0n 
Wendy Marx 

141 Vicksburg street 

San Francisco, CA 94114 
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Douglas W. Hanto 

April 11, 1997 
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reaction to her plans to release the data "because she [the reporter] could get it ifshe 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 FOlA 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 ffi:IS to exempt the release ofdata under FOIA. The fIrst we 
leamed ofa 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. Ofcourse, 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 II, 1996, letter about the possibility of the data 
being exempt from release as confidential commercial information, and she evenwent 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 considered this matter at its November, 1996 meeting and voted unanimously to not 
provide the requested data lUltil proper assurances were given by HRSA. Mrs. Braslow threatened 
legal action against 'ONOS. 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 ofthat 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. 

Chanascs 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 OPlN or the Govenunent 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 networlc to share organs for transplantation. In today's highly 
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competitive health care environment, no institution would voluntarily release such confidential 
information otherwise. Itsteps are n<?t taken immediately to prevent further hannful and misleading 
release, institutions will simply choose to stop submitting data to the ,oprn and the Scientific 
Registry in order to protect the interests of the institutions and their patients and consumers. 

The Senate Labor and Human Resources Committee Report that accompanied Senate Bill 1324, 
which was passed by the Senate last year. included language that indicated the Committee viewed 
oprn 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 foJ." the confidential 'data the OP1N 
collects - - the data are highly personal and confidential patient medical records as well as 
confidential commercial infonnation 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 etToneous conclusions from that information~ 
which impugned dedicated transplant professionals is a clear example ofthe kind ofdamage that will 
continue ifthis situation is not rectified. HRSA's position regarding the confidentiality of the data 
bas changed frequently. and it bas been amply demonstrated that neither the clear language ofour 
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 ofthe law, but the Senate Labor and 
Human Relations Committee will first need to reassess its view of these data. 

Please let me know whether I can provide any further infonnation 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 ofdamaging activity is not prevented. it could severely damage our ability to prcnride 
the life~saving organ sharing network that operates today on the foundation of accurate and timely 
data. 

Sincerely, 

~M.. 
Walter K. Graham 

Executive Director 
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MEMO 

To: House Commerce Cominittee Health Policy Staffers 
From: Donna R Henry, Patient Affairs Specialist 

:,' United Network for Organ Sharing 
SUbject: National Organ Transplant Act 
Date: April I, 1997 

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

The, United Network for Organ Sharing (UNOS) hopes that the members
ofthe House Commerce Committee will again work to reinforce the original 
Congressional mandate which has resulted in an Org~ 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 ofNOTA, 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 oftransptantation for a1l who need it. Its performance 
has been unifonnly 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, affinn the independent nature of 
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House Commerce Conunittee Hea1th Policy Staffer 
Page 2 
Aprill, 1997 

the OPTN contractor with control of its private registration fees, increase 
efficiency through unification of the OPTN and Scientific Rew.stry 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 
transplantation, 

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

Thank you for your time and consideration ofthis matter. 
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Sec. 274. Organ procurement and transplantation network 

(aXl) Congress finds that· 

(A) it is in the public interest to maintain and improve a durable sYstem for promoting and 

supporting a central network to assist organ procurement organizations in the nationwide 

distribution of organs among transplant patients; 

(8) it is desirable to continue the partnership b~ween ,Pyblic 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 ensyre that the policies and 

procedures of the OPTN for servinB patient and donor families and procuring and distributing 

organs are fair. efficient and in compliance mlb all applicl!ble legal rules and standards~ 

however the initiative and pdmaIy~respoDBtbilitYforesiablishl~g-~edicai cOteria-and-standardi' 
... ,.~ - ~- - . -''"---- .-.----~- - - .. ~ -" .- - -'-'.- - - / 

ill.The Secretary shall by contract provide for, the establishment and operation of an Organ 

Procurement and Transplantation Network (OPIN) which meets the requirements of 

subsection (b). The Secretary shall. upon determination that a new competitive contract 

solicitation is unlikely to re§ut1 in a responsive bid other than that of the incumbent. be 

AUthorized to issue sole Source extensions of!l contract for the continuation of the OPTN 

including all functions and duties of the OrIN described in this section. The amount provided 

under th!= OPTN ~ contract in any fiscal year may not exceed ~ 4.000.000, and shall be 

sufficient to PliY for all contract tasks required 9Y the Secretary !,Uld for the Government's 

&lar~ of the costs of mutually agreed tasks in a 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 


, possession or revenues collected by the OPTN. other than appropriated funds §:!.lthorized 


under this part shall be considered Federal property or Federal revenues, nor shall such assets 
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or revenues be subiect to contcol by the Secretary. 

(b)( 1) The Organ Procurement and'Transplantation Network shall carry out the functions 

described in paragraph (2) and shall

(A) be an independent private 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 section 371 [42 uses Sec, 273], transplant centers, voluntary 

health associations, and the general public including a reasonable proportion of the 

members of the board who are patients awaiting a transplant or transplant recipients or 

individuals who have donated an organ or family members ofpatients, recipients or 

donors, and 

(li) 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

0) anationaIlist of individuals who need organs, e:ftd 

(ii) a national system, through the use of computers and in accordance with 

established medical criteria, to match organs and individuals included in the list, 

especially individuals whose immune system makes it difficult for them to receive 

organs, and 

{iii) a natiooallist of persons registering to be Qrgan dQnors, 

;;~B)jiVe responsibiliiY~tQ establish~Oirn-memoership crifena-6ru:i;medicat criteria-for 
" 	 ., "" •••. -.' 'l" ,', J 

--'ati~catiD:g3b:tganS iUrd:other~OP'FN:;policies afl1i after~proviqeing to members of the pu~t'ic 
, ,".,., 	 , 

_, an,QPP;Qdunity'to,'comment with respect tv such er:iteriapolid~~;;pt?Vid~? t~~the 

;-=-Se9fetIDrriayby promulgating a final rule. veto anY OPTN poiicy triads deterrilined:-
---~~ ..----  - -. - ~-- .. --. - ", ~ . -, . j 

- -~~ 
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(C) maintain a twenty-four-hour telephone service to facilitate matching organs with 


individuals included in the list, 


(D) assist organ procurement 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 preventing the acquisition of organs that are infected with 

the etiologic agent for acquired immune deficiency syndrome, 

(F) prepare and distribute, on a regionalized basis (and, to the extent practicable, among 

regions or on a national basis), samples ofblood sera from individuals who are included on 

the list and whose immune system makes it difficult for them to receive organs, in order to 

facilitate matching the compatibility of such individuals with organ donors 

(G) coordinate, as appropriate, the transportation of organs from organ procurement 


organizations to transplant centers, 


(H) provide infonnation to physicians and other health professional regarding organ 

donation, 

~ -(I) collect, anitlyu, aildptiblish data ~6oceining organ donation-an{ftranSplantiomt-~ 
" _, ~__ ,_ _ __ ,_ - - -.-.-.1 


-",--,' --1 


provided that. except in the coyrse of interactiv~ organ sharing operations or as autborized - ..--- -' 


in paragfflph (2)(L).ingiherthe OPTN-ilOL'.dreSeCretiliijhalrfeleaSe -datapermitting~ 

'-"~ -.- .~~"'" _ _\ .',._ __ " .' . __=-._ ,_ _ '. __t 

\g1rectOdndi@t ideiitification Q(patleni§wnQ!:iiW~waited onu'e:waiting-for Ii rniifSpl@t;, 
'" - - _!' ..... ' ~, ~ " ", * . ..;.} 

~:orgiri trarlSplMt reeipierul!. Rotend~ or sctYa} organgolujh;'or thdnstitutiou-sijb:ffiiitlng'; 
. ~-----:----- .' - ~~-..... -... .~. - --- ~ ._-- . - . - - - - '-- ,'. - - :... .--. - -: ~-

~-me!daii ;it~Buttbe'~t.ten~peffi.ussiolloftho~ivhosQ Id~rrtitY iitQbe reyell~d- ~~ 

(1) cany out studies and demonstration projects for the purpose of increasing organ 


QQnatiQn and improving procedures for organ procurement and allocation, 


(K) work actively to increase the supply of donated organs, and 

\(ifPrQvi~ie-ihe public with i~orriiaifQD.-iriCiu-dmB-instijUtion-::iaen1ified dat'-auihorked- for '}
- - -- - ,.-~ .. - .... ., -- - - . - .j 
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crete-sse byth~rOPTNBQaid:ldesigned to assist patients and referring physicians in 
. ..J 

choosing a tliW&Plant center including the triennial publicatiQn of Asubmit fa the 8eeretary 

aft 8:ftfftuti report containing information on the eemp9f'tlti¥e easts ana patient outcomes at 

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

and an llIlffilai report on the overall status of organ procurement and tmnsplantatiQn. 

00 maintain a S9ientific rCiistry of patients awaiting organ transplmtation. peroons from 

WbQID grgans are [emQVed for transplantation. and QrSM transplant recipients 'fur the 

gngoing evaluation ofthe scientific and cUnical sjatu$ ofQrgan transplantation. The 

S~cretary shall prepare for in~lusion in th~ re,port under section 376 [42 uses Seg. 274<1] 

&!l wJysis of infQ!1l1Ition derived from the r~stry. and 

(N) develop a peer review system for enfQrcement Qf OrIN PQijQies. which may inclyde 

penalties other than expwsign from OPIN membership; pxQviged that except for public 

anmruncement ofPenaJt.ies irnPQsed at the cons:lusion ofOPTN peer review proceedings. 

neither the orIN nor tOe Secrnm shall rc:lea~e data or information relating to the 

prQceeding:s without the written permissigo ofall parti~ involved. 

(0) Study the impact Qfpossible trag~pIantaticn of animal Qrgans (xenotransplantatiQo) 

and ck>nins to det~ th~ impact Upon. and preymrt negativ§ effects on. the fair and 

effective use Qfhyman allQaraft prgans, 

(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. 

See. 274ft. SeieRtifie registfy 

The Seeretftf)' shaY, by grMt er iaelude l:lMer terms ofthe ()PTN eeatraet reql:lfre6 in See, 

274(8:) oofttfaet, de\'elep &:as maiRtIHt11l sateRtifie registry €If the reeipieAts. €If OfgM 
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tfaRsplants. The registry shell ineluEle sueR iflfermatioft respeetmg pl!tieftts !md tf8f1splBfit 

preeetRues as tile Seeretery deems aeeessary to en oftgolng eYah.!e!ioft of tile soieAtifie and 

elinieel status of ergM trsftsphmtattoft. The Seeretary shoJI pr~er-e for ineltisioft if; t:fte report 

'Uooer seedeR 376 [42 USCS See. 2746] ftfl B:ft6lysis ofiRfunnetieA derived trom the registry. 

Sec. 174& a. General provisioos resp«tiog graots and contracts 

(a) No grant may be made under this part [42 uses Sees. 273 etseq.] or contract entered 

into under section 372 or 373 [42 uses Sec. 274 or 274a] unless an application therefor has 

been submitted to, and approved by, the Secretary. Such an application shaU be in such form 

and shall be submitted in such manner as the Secretary shall by regulation prescribe. 

(b)(I) A grant for planning under section 371(a)(2) [42 uses See. 273 (a)(1)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(8)(2) [42 uses Sec. 273(a)(2)) may be made for two years. 

No such grant may exceed $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 37J(aX3) [42 uses Sec. 273(a)(3)] may be made 

for not more than 3 years. 

(cXl) .The Secretary shall determine the amount ofa grant or contract made under section 

37) or 373 [42 uses Sec. 273 or 274aj. Payments under such grants and contracts may be 

made in advance on the basis ofestimates or by the way of reimbursement, with necessary 

adjustments on account ofunderpayments 9r overpayments, and in such installments and on 

such terms and conditions as the Secretary finds necessary to carry out the purposes of such 

grants and contracts. 

(2XA) Each recipient of a grant or contract under section 372 or 373 [42 uses See. 273 

or 274al shall keep such records as the Secretary shall prescribe, including records which fully 
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disc10se the amount and 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 ofthat 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 Comptroller General of the United States, or any of their duly 

authorized representatives, shall have access for the purpose of audit and examination of any 

books, documents, papers, and records ofthe recipient of a grant or contract under section 

371 or 373 [42 uses Sec. 273 or 274a] that are pertinent to such grant or contract. 

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

(1) The term "transplant center" means a health care facility in which transplants of organs 

are performed. 

(2) The term "organ" means the human kidney, liver, heart, lunS. pancreas, and any other 

human organ (other than corneas and eyes) specified by the Secretary by regulation and for 

purposes of Sec. 373 [42 uses Sec, 274a], such term includes bone marrow. 

Sec.174e b. Administration 

The Secretary shall designate and maintain an identifiable administrative unit in the Public 

Health Service to

(1) administer this J*R section 274b and coordinate with the organ procurement activities 

under title XVIII ofthe Social Security Act, 

(2) conduct a program of public infonnation to inform the public of the need for organ 

donations, 

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

Procurement and Transplantation Network established under section 372 (42 uses Sec. 

2741, and other entities in the health cC\!e system involved in organ donations, 

procurement, and transplants, and 
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(4) provide infonnation
''-' 

(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 procurement and transplantation network, in order to assist 

the patients and families with the costs associated with transplantation. 

. 	Sec. 2744.££ Report 

Not later than February 10 of 1991 and of each second year thereafter, the Secretary shall 

publish, and submit to the Committee on BAerg}' 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 Commissioner of the Food and Drug 

Administration in the preparation of the report. 

Sec. 274e!l:. 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): 

(I) 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 

human organ (or any subpart thereot; 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 ofwruch is 

expressly CQntemplated Qy Qrgan distribution policies or demonstration pwject§ duly 

~3tablish~d hy the OPTN Board ofDirectors. Qf the reasonable payments associated with 

the removal, transportation, implantation, processing, preservation, quality control, and 

storage of a human organ or the expenses oftravel, housing, and lost wages incurred by 

the donor ofa human organ in connection with the donation of the organ. 

(3) The tenn "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)l. 

~~21~4f~~8t~-d;by $~:~~6ge~tltiting om~-e7 
(ft) 1ft general. The ComptroUer Geflerel of the Ynited States shall om'tattet a smey fer tbe 

pw-pese of eetermiBiBg 

(I, the ~t to whielt the pooeuremeat ead aJloeetien of organs have beeR eqtlitable, 

eftieieat. and etHetp.'O; 

(2) the prof.:Jlems ME!al:l8teree 1ft the pfOStiremeAt and alloeatioft~ arui 

(3) the efieet arState re~tliree reql:le9t laws. 

(8) R£port. Not later dum 1tmu:ary 7, 1992, the Comptroller Gefteral ohhe YRited f!!tates 

9hatI eOl'H:plete the 98:isy reqtlireEi in suBseetiofl (Ii) and SI:lbmit to the Committee Oft Bnepgy 

Me CofBflteFee of the HOl:lseofRepreseAtatf'\'es and to the Committee 08 Labor Me Ht:tffi8:E.I . 

Resows", of tile Senate, Ii report deseribiftg the fkutiflgs made as 11 result efthe sruEiy. 

Sec. 274&A..Authorizatioo of Appropriatioo 

For the purpose of carrying out this part [42 uses Sees. 273 et seq], there are authorized to 

be appropriated $3A..000,000 for fiscal year m+ 1998 and such sums as may be necessary 

for each of the fiscaJ years 1992 ana 1993. 1999 through 2003. 
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United Network for Organ Sharing Facts and Statistics 

Numbers of U.S. Transplants - 198B-November 30t 1996 

by Organ and Donor Type ".. 

• In this table, Simultaneous Kidney-Pancreas transplants are counted twice, both in Kidney Transplants and 
in Pancreas Transplants. The number of SimuJataneous Kidney Pancreas transplants performed in each year 
were: 1988·170, 1989-334, 1990-459, 1991-452, 1992-493, 1993·661, 1994w 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 transplants are being included in the total for each individual organ transplanted. 

Based on UNOS Scientific Registry data as ofMarch 2, 1997' 

Data subject to change based on future data submission or correction. 


------------------------------UNOS-----------------------------

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

Geographic variability in pretransplant waiting times continues to be an 
area of debate in transplantation. The underlying reasons for variability 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 •. sll primary registrations added 
to the waiting list between 1993 and 1995 (N=J8,993) were analyzed. For 
each UNOS region, and for the U.S. overall, a ratio (Rff) of the number 
of registrations to the number of organs recovered and subsequently 
transplanted was calculated. RlTs 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. 

Re ion RIf 111 2/1 2/2 34/1 .... 314/2 314/3,4 Overall 

1.14 4 8 5 61 57 82 64 

B 

A 

1.51 4 7 II 56 70 103 71 

C 
 1.58 3 8 88 144 113"'''' 10 "'. 3212.15 4 17 89 126 238D 

2.28 4 22 27 80 128 172 139E 
2.29 4 14 18 82 100 202 162F 
2.64 4 12 15 95 127 243 164 


G 

U.S. 

3.05 3 11 13 77 125 323 182 

H 
 3.18 5 10 20 136 112 279 193 

3.50 2 10. 13 91 158 + 278 

J 

I 

4.19 6 13 53 235 215 580 423 
_L--.LA.72 5 17 56. .L22 182 862 22Q 
+ 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 RfTs were also very high. This suggests that waiting 
times for those patients and regional RfTs could be reduced through 
increased organ recovery, increased interregional organ sharing. andlor 
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 

http:L--.LA.72
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MEMORANDUM TO. BRUCE REED ~-v.~.J~ ~J;-
CHRIS JENNINGS 0

/ 


FROM: /'." B~UCE R. LINDSEYI~'-'" -
SUBJECT:' 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 review?" 

It is my understanding 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 Mattcr 
John Tisdale 
Liz Dunst 
Nancy Granese, arid 
Charles Fiske 

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

Thanks. 
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David M. Matter 
SOl UNDERCLIFF ROAD • PITTSBURGH, PENNSYLVANIA 15221 

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 transplailtation 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 sic~est 
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. 
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The private contractor, the United Network on Organ Sharing 
(lTNOS), 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 th~ 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 J 
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 numberof 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. 

I 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 
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contribution to the national debate. After readi~g 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 releyant paragraphs in each 
for easy reference (the first such notation appears on page 11). 

I don't want iIi 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 I 
have come to realize that it may be the most important thing I've"done 
in my life. I'm sorry for the length of this letter and for imposing on 
you again, but I don't know where else to tum. 

Regards, 

j 
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February 21, 1 997 

Department of Surg~ry 

Division of T ransplamation 


Kevin L. Thurm 
DeputY Secretary 
Department of Health and Human Services 
200 Independence Avenue. S.W., koom 61S-G 
WashingtOn, DC 20201 

Dear Mr. Secrer.ary: . 

J understand that your Department is now in the process of formulating policies related to the 
allocation of human livers for transplantation. As you know, Jparticipated in the December 10-12, 
1 996, public hearings on this subject, and I would like to share wi1:h you some concerns about a 
presentation by a witness associated with those centers seeking substantial policy changes.. 

I am referring to Dr. Mark A. }oensen, Ph.D., of the CONSAD Research Corp., an analYtic firm 
under conaaa wjth the University of Pittsburgh (UPMC). Dr. ]oensen Indicated that the CONSAD 
analysis had identified an allocation methodology that was superior to oJrrent procedures. I disagree 
strongly with this charaaer1zation. Rather, it is my view that CONSAD shaped their results by 
adopting certain undertyng assumptions that Dr. Ioensen did not fully explicate during his 
presentation. Further, I believe that once these dSSumptions are fufly undemood, an accurate view 
of the CONSAD analysis is that it does not differ materially from the computer modeling conduaed 
by UNOS. 

Let me explain. In discussions held at the law firm of Hogan and Hanson, during the winter of 
1996, Dr. Mark A. Joensen, Ph.D, admined the PritsJcer/UNOS 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 betWeen the tWo models? The reason lies 
in assumptions made about both pre-transplant and post transplant padentS. CONSAD's model 
places high value on 1.) life years saved 2.) Pre/pon: transplant deaths 3.) equalizing waiting 
times for patients, where as the Pritsker/UNOS places value on I.) total patients transplanted 
2.) percent patients surviving 2 years post trJnsplant 3.) post transplant life years saved. 

I believe the assumptions made by CONSAD/UPMC in their model are flawed. Unforwnately, 
UPMC believes all patientS who are status 3 (a[ home, not continually hospitalized) do not need a 
transplant. If this is so, how do we account for both the mortality and number of patientS in this 
group which move up to 3 higher st<.IlUS to be transplanted? Data presented by UPMC at the 
Consensus Conference on Indications of Uver Transplantation, Paris, France, June 1993 clearly 
shows that 60% of patientS initiaUy listed at the lowest priorities (at home, elective transplant, at 
home requiring sporadic care) become more ill and were transplanted at a higher staws. In addition, 
in their own data, 1 7% of patientS not continuously hospitalized died while waiting. While 56% of 
patients in the lowest priority were alive without transplantation, a large portion (36%) required 
transplantation to ensure survival. Comparing patient survival, without transplantJtion, in the lowest 
priority group to patient and graft survival post transplant, in the same groups, UPMC concluded 
that tr.msplantation was not beneficial. I believe that it is important to realize that all patientS within 
a group are not equal. It is incorrea and inappropriate to compare survival between those patients 
who are felt to require tranSplantation, to ensure survival, and those who do not require 
transplantation for survival. 

The University of Alabama at Binningham 

748 Lyons-Harrison Research Budding • 701 South 19th Street 


Birmingham, Alabama 35294·0007 • (205) 934·77]4 • FAX (20S) 93+8378 
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UPMC also states that many of thesepatienu could be treated by other means, avoiding 
rransplancation. It is impossible to compare patients Involved in the studies, cited by UPMC, to 

oatienu on the waiting list due to the different nawres and degrees of dl.sease. It is hoped that 


. consideration would be given to other treaonent modalities, avoiding transplantation if possible, 

before listing a patient for transplancation • 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 II life years saved" 
bytranspianting these patients. For instanCe, UPMC believes that the utife years" of a patient widl 
I 00% 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 nOL MoSt specifically, survival post transplant and the need for 
retransplant are quite different for the patients descnbed above. These variables, do and should, play 
an important role in a physician's decision about the appropriateness of transplantation in each of 
these patients. 

I believe UNOS has taken the moSt logical course, attempting to maximize utilization, in light of the 
current shortage of organs. If the shortage 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. 
Unfonunately, this is not the case and we are left with difficult decisions about who will have the 
chance to be transplanted and who will not. 

The most important information which was released at [he 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 
dle real answer lies to rhiS problem, but unforwnately is lOSt over arguing how to dMde the pie, 
rather than working to increase the overall size of the pie. 

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

Sincerely, 

(d
1.s&'Zon Synon, Jr., M.D., FACS 

Assistant Professor of Surgery 
DireCtor, Liver Transplant Program 

97% P.03FEB-26-1997 13:25 



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. Moakley (D-MA-9) 

Representative Mike Doyle (D-PA-18) 

Representative Phil English (R-PA-21) 

Representative Martin Frost (D-TX-24) 

Representative James C. Greenwood (R-PA-8) 

Representative Frank Mascara (D-PA-20) 

Representative John P. Murtha (D-PA-12) 

Representative William J. Coyne (D-PA-14) 

Representative Alan B. Mollohan (D-WV-I) 

Senator John D. Rockefeller IV (D-WV) 

Senator Rick Santorum (R-PA) 

Senator Arlen Specter (R-PA) 
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lzmat.Y.13, 1997 

The HOQOl3bIe DcuDa E. ShaIala 
Seaetary ofHe:a1th aud HT.1II13Xl Services 
Depal 1u tent ofHe:3ldl andI:!mnan ~ 
200 Indc:peudence A~ S.w. ' 
W~D.C. 20202 

We want10 con rmend yea, aud tk Adroinig'a l inn. h1he 2fpooch,oah:awe takx::n 
recattly toW21'd irnpIemc:ming 21. mtloDal policy fur allocatioa oflmman czgaI!S that is c:oosisrPnt 
with the requitemeuts and goals of&:; 'Natiaual Org;tnTram:p1ant Act of1984. 'IhtpDhlic 
]Xd!gt;t tgS coave:oed by 1he Departme:Dt ~ aDd. HummSavia:s Iastmomh provided311 
essential opJXlIZllUit.Y for panicipatioc:t by abroadspear:aw ofjnteesu:;dparties in the proce.ss of 
sening this critically importantpolicy-

Both. pohIic input and a signifieam:leadcrshipl'Olt mrtbc ~~~ 
and T~NetWorlcOKtfta:torare~by1be statme ~1h:siatDteaho 
dady provides the Seadalj ofHe:al1h ardHnm:mSeniceswiththe a:athnrity to tISe an 
app:t:CIp1iat£ publicproc:ess,. ixlcludiDg :ruJemaking, to sec::me CUl$e,DSUS amaugpatients atd 
famtlies. physicians and"t:I3l:lspl;mt cente'l:s, ow:gan ~cmt:Ut org>"i 4d~ the t13Jio:oal 
.a:::twoxk, a:od othas di:Iectly a:fiect.ed by this policy aDd 11) tnsm:e lnlifonn acd eqai:t.able 
enfutco I Ir:ut, which protects the i.t4aests ofthe ~ across the COlIXltsy• Yom: poblic medfngs 
are a fUst step in as:sming that: tbe aa:tiooal policywilJ. aca:mplishitsmost impottant objec;tjve 
:NaiIabi1ity oforgans to patients whose lives de:pcnd,on it. 

" We urge you to,proceed toward conclusion of1his process 2$ expediliousIy as possible,. 
keepiug inmind bath1hc impottaoce oftbc national ~in policy devdopmad: mJd 
inlplc:::mc;ot. ofthe public's need a:od rigbl to be involvt:d. ' 

http:a:fiect.ed
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The Honorable Philip R. Lee, M.D. 	 • (412) 285-7005 

Assistant Secretary for Health 
U.S. Department ofHealth and Human Services 

.200 Independence Avenue, S.W. 

Washington, DC 20201 


Dear Dr. Lee.' ' ... 

I wanted to contact you to share my views on the issue ofmedical criteria for liver 

. allocation. 1 rea1izethe deadline for conunent was December 13. howqver. 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 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 policy. I believe that patient needs and benefit should be the standards for a .. 
national allocation policy. Patients who are critically ill in need of a transplant pray the policy 
will work for them. 

The National Organ Tr.msplant Act of 1984 (NOTA) stated the intention ofCongress to 
create a national list and national system' to ensure equity and fairness for the patients ofAmerica 
needing organ transplants. The legislative-history at the time the law was passed, a General 
Notice from the Department inthe December 18, 1989, Federal Register? the Notice ofProposed 
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 transplantation policy. 

I support the public-private partnership between the federal goveinment and the 

professional transplant community set forth in NOTA as the appropriate mechanism for 

developing transplant policy. 


The Boam ofONOS ~ecently provided its collective judg~ent on the medical criteria for 
allocation. I agree with the plan ofthe Department ofHealth and Hunian Services to conduct 
public hearings and to issue an allocation rule incOl:poratiog these medical criteria according to 
the Department's view ofwhat would most benefit the patients of America. 

~ ~,:..'*;.;..'. 
:~\k • .... 
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I urge the Department to select an allocation policy that will save as many patient lives as 
possible, equalizing their waiting timeS, and transplant sicker patients before less mpatients. 

, Thank you for your consideration ofthe~ views. 

Phil English 
, Member ofCongress 

,,'.'~ 

'.1 
; 

, .' 
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March 13. 1997 

The Honorable Donna Sba]ala 
Secretary 
Department of Health and Human Services 
200 Independence Av~., S.W. 
Wasbiugton, D.C. 20201 

Dear Mada,!,e Secretary: . 

I am writing to urge you to exercise' your authority to establish an equitable 
. national system for tQ.e allocation and distribution of human organs for transplantation 

which will best serve this nation's citizens, based on medical necessity. 
i~ 

'. As . I understand it, the current allocation policy, established by the HHS 
fl 	 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 organ, while otheIs, in more dire medical need, wait. simply 
because of geography. '. 

According to a iecent series of articles in the Cleveland Plain De.Vm:, 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 Transplant Act of 1984 which . 
directed that a system be established to assure tbat all citizens 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 Pittsbur~ Pennsylvania for transplants. 
Because of the current geographic based system, they are thus severely disadvantaged 

, . in their waiting times. '. 	 . 
~ 
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. . I encourage HIlS $hauld adopt a system to" ma.ate the broadest possible . 
sharing of livers. with as equitable distribution of waiting times ~ possible. The 
. organ allocation system sbould serve the needs of patients rather than the dictates of 
geography. . . . 

Sincerely, 

'f"V\,.c ...~ 
.'~; ~ MARTIN FROST 

Member of Congress 
MP:jmk 
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POSTSECONDARY EDuCATION. TRAINING February II, 1997 
AND LIFE· LONG LEARNING 

The Honorable Philip R. Lee, M.D. 
Assistant Secretary for Health . 
U.S. Department ofHealth and Human Services 

200 Independence Avenue, SW 

Washington, DC 20201 


. Dear 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. . 

I am 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 ofHealth 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 authority to set liver allocation 
policy over that ofa private contractor. 

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, I strongly urge the Department to select an allocation policy 
accordingly. . 

Thank you for your consideration of these views. Please keep me apprised of your intentions, as 
" I have many constituents whose lives are riding on your decision to improve upon the "new" 


allocation process.' , 


. Sincerely, 

Jim Greenwood 
Member ofCongress 
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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 ofthe Pennsylvania Congressional delegation, I wish to share my ~~ 
with you regarding an issue ofthe greatest importance to the University ofPittsbqrW ~ca1 
Center. 

Recent changes in the medi~al criteria for liver alloCation passed by the Unit~~rk 
for Organ Sharing (UNOS), the government transplant contractor, have intensified ~n!rt~~ 
debate over to whom a scarce national resource should be given and who should deternUn<l the 
policy. I believe that patients needs and benefit should be the standards for a natioru~i'~~tiQn' 
policy. Patients who are critically ill and in need ofa transplant certa.inly pray the p()~~ will 
work for them. 

The National Organ Transplant Act of1984 (NOTA) (Public Law 98-507) ~~ 
intention ofCongress to create a national list and national system to ensure equity an4 ~ess . , 
for the patients ofAmerica needing organ transplants. The 1egjslative history at the ~ the law 
was passed, a General Notice from the Depaitment in the ,December 18, 1989 Federq! #~gi~er. 
and Notice ofRule Proposed Rulemaking in the September 18, 1994 Federal Regi~r, :m4 the 
various House and Senate NOTA reauthorization bills specifically or implicitly refer ~ $e 
regulatory and oversight roles ofthe Department ofHealth and Human Services ov~ , 

, transplantation .policy. 

I support the public-private partnership between the Federal government and ~ 


professional transplant community set forth in NOTA as the apprapriate:mechanism ~ 

developing transplant policy. . . 


DISTIlICT OFfiCES 

(800) 213-5570 

-
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~. ':'.. 

The Board ofUNOS recently provided its conective judgment on the me,4ical ~!l f9r 
allocation. I agree with the plan ofthe Department ofHealth and Human Services to ~~ 

.public hearings and:to issue an allocation rule incorp~rating these '!ledicaJ criteria a.ccQ~ to 
. the Department's VIew ofwhat would benefit the pattents ofAmenca. '. . 

I urge the DepartJ.'!lent to select an allocation policy which will save as many p~ 8$ 
possible, equalize their waiting times, and transplant sicker patients before lesa ill pati~l 

. Thank you fur your consiqeration ofmy views. .. 

~-.~~c~ •
Frank Mascara. '.' -" .... 
Member ofCongress 

. FM:bml 

- .' 
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March 13, 1997 

The Honorable Donna Sbalala 

Secretary 

Department of Health aDd Hmnan Services 

200 Iodependence AvC!., S.W. 

W3$hington, D.C. 20201 


Dear Mada,:"e Secretary: 

I am writing to urge you to exercise your authority to establish an equUable 
national system for u.e allocation and distribution of human organs for ttansplantation 
which will best serve this nation's citizens, based on medical necessity. 

As I understand it, the current allocation policy, established. by tbe HHS . 
contractor, United Network for Organ Sharing (UNOS) gives primacy to location 
regionally and then finally nationally. . This policy does not guarantee that tile patiems 
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. . . 

According to a tecent series of articles in the Cleveland Plain ~, 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 Transplant Act of 1984 which 
directed that a system be established to assure that all citireos have equal access to 
transplants, regardless of where they live or where they choose to be tIaDSplanted. 

Of equal concern are 1he 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 Pittsbur~ Pennsylvania for transplants. 
Because of the current geographic based system, they are thus severely disadvantaged 
in their waiting times. .. . 	 . 

........,........... 
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. I encourage HIlS $bauld adopt a system to mamate the broadest possible 
sbariug of livers. with as equitable distribution of waiting times as possible. The 
organ allocation system should serve the needs of patients racher than tbt= dictates of 
geography. 

.Sincerelyt __. 

~~t~ 
MARTIN FROST : 
Member of Congress 

. MF:jmk 
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COMM'TTU:JOHN P. MURTHA 
APPROPRIATIONS.• ' 12nt"O.;TRICT. PtHHSYLV....I.. 

Q(ongrtss of tfJt1tnittb Il>tatts 
~ouse of !\.epresentatibes 

Rlllsgington, me 20515-3812 

December 13, 1996 

The Honorable Philip R. Lee, M.D. 

Assistant Secretary for Health 

U.S. Department OfHealth and Human Services 

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 ofHealth and Human Services early next year . 

. While the lINOS 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 ofHealth 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, 

~r. fY\~---==-
JO P. MURTHA '. 

. ONGRESSMAN .c3
"~ 

. JPM:dt 
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14TH DISTRICT:. . 
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COLEMAN J. CONROY 
ADMINISTRATIVe ASS)STANT 

([ongre55 of tf)e mnitdJ' ~tate5 
jIJouse of ~epresentatibes 

'Ba!bington, Il€ 20515-3814 

December 12, 1996 

The Honorable Philip R. Lee, M.D. 

Assistant Secretary for Health . 

U.S~ Department of Health and Human Services 

200 Independence Avenue, S.W. 

Washington, D.C. 20201 


Dear Dr. Lee: 

. I 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 ofparamount concern in our country's 
organ allocation policy. . 

The National Organ Transplant Act of 1984 (NOTA)(P.L. 98-507) set forth the intention 
of the Congress to create a national system to ensure equity and fairness for the patients of 
America needing organ transplants. The legislative history at the time the law was passed, 
including a Ge,neral 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 NOT A Reauthorization bills specifically or implicitly-refer to the regulatory 
and oversight roles of the Department ofHealth and Human Services over transplantation policy. 

I support the public-private partnership between the federal govelnrnent and the 

professional transplant community set forth in NOTA as the 'appropriate mechanism for 

developing transplant policy. Further, I agree with the Department ofHealth 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 D~partment's view of what 

will most benefit the patients ofAmerica .. 


(202) 225-2301 . 
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I strongly urge the Department to select an 8J.location policy that will save as many 
. patient lives as possible, equalize their waiting times for organs, and transplant sicker patients 
before less ill patients. Thank you for your consideration of these views. 

With all best wishes, I am 

Sincerely,· 

tft~9·~ 
.	William J. Coyne· 
Member of Congress 

WJC:ar .. 

, ','"'.' 
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Dear SeC2:'lItil.:Y Bulala.: 

I WaDt to take th1. opport~ni:yco ~%e.8 mv congarn w~t~ 
the policy ~.CeAtly adopted. br the UDice4 aetvark for O~wan 
Sharing (UNO') .regar41n9' national' liver al.l.oc:atiol1. b II member 
o! the ~Qu.e ~.tarans ACfaira APp~O,priat1gDS S~Dc~tt••, : ~ 
particula.rly cOZlclsrned yit.b how this policy affects Ve~e:I:'lUlil. 

As yall may kDow, VeC;eraNS arB pu:~iCNl.arl.r iztlpacc.ed. 1:»1 tM 
. c.unent pOl:Lc:y t aa t.b.cse .i.n :a.••d. of e. live.r trauplal'1t. ua 
limited to ouly 1:..0 transplaAt facilitiea, aq. locata4 in 
Pitt.bu::-gh. pe.z:u:18yl.vanla and the other ill 'o:tla.nd, OZ'c:S'on. The)" 
have Da 01:.hlilr opt.iO%W. W1.th the proH.ferae1on Clf mD:-e than 100 
small. regional crauplamt; c:e:st."., this menll that t:here are 
fswer organ. a.vailal:Jla fer Vateraue in ~eed of! trauaplaDts •. Many 
Vete~~n. are ~g the .1ok88~ patle:a.ts. aDO vnder ~. current 
UROS pOliCY, .any Veterans will needlessly cont1nu. to die while 
w&1tin~ for a 1ive~. 

In 1914, ~9rQ.8 pas.ed the National Organ T~&D.planc Act 

(NOTAl 1n order Cd cra.tea. na~io&:&a1 liSt and utional 8)"..tam. 

t~t was fa.ir and equitable to t.hase ir. need o~ orw&.D. 

t1'&U8pla.nt:1I • UDder xtn"A, ~he Departmeac of Heal tob and 2l\..unan . 

Se%'Yices 1faa to baVII an illt.~a1 rale iD. developing iI ~ticmal 

transplant polioy a. wall as cllr:eepaA4ini w.lUla~1ofta. 


'1'h. pt:RPeIlt: ONeS po1.icy ,. unfair and aiad12:'ec:t.ar! and .. 
cona8tC\lafttly shou.ld be ree:Jllimdnect. '1'ft8 policy place, Z"lIriona1 
a.n4 local iDe.rests 0Ye2: the a.a Qf the 11&1:1='" IIlc.k. 'or 
t._e ~ea80na, I uge the lleparbneDot. of 811a11:1& aJUt tIi.unaD Services 
to iallue f1D.a1 ~le on live~ allgCat1DD iDCO%po~atinf tbe madical 
criteria e.tablilha4 by the D~'.A Pro~~a=ant and TraDSplantat10n
.et!woZ'lc (DPTN). 

An allac:at:Lgll. poU.cr that. aalPha,izas IJillVira, patients 'li-ve. 
by aqualiziDi patient wa.ti~ time_, aDd .11ow1ag Sicker patien~s 

http:aiad12:'ec:t.ar
http:patle:a.ts
http:o:tla.nd
http:iztlpacc.ed
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ta :ec.i~ ~~l~es b.fore 1••• ill patienc.. 1. ta~ superiDr 
to a policy ba.e(l .olel.y ClIl ,eQfn.pb!c ~OD.1ci1a%at;iODB. 

·Tbank yau for fOur att.utiOD Co tb1a matt.~, an4 plaale 40 
Qot h••it.te ~Q OOAtaet ae if I CaA p~~ ~dd1tion.l 
if:l%o~~iCD in tbl. ~~,ar4. 
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JOHN D. ROCICEFEUER IV 
\IIIf5T WlGINIA 

ilnittd ~tatts £;matt 
WASHINGTON, DC.20510-4802 

March 12, 1997 

'\).a~,

DearSe~ 


As ranking minority member of the Subcomminee on Health Care of the Senate 
Finance Committee and the Senate Veterans Affairs Committee, I am. writing in support of 
your decision to conduct a review of our current policy governing 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 
SYStem docs not appear to meet that test As I und.ersrand 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. SoDie difference in waiting periods based on location is 
probably unavoidable, but a disparity. of this magnitude 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 the authority to employ rulemalcing to ensure uniform and 
equitable application of the policy. 

I urge you to proceed as exPeditiously as possible and look forward to working with 
you on this matter. 

f\Y'·. . 
J~fjw.u.IV 

The Honorable Donna E. Shalala . ~~~~~ 
Secretary 
Department of Health and Human Services ~.~200 Independence Aves.mc; SW • 
Washington, D.C. 20201 

** TOTR.... PAGE.B2. ** 
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. WASHINGTON. DC 20510-3804 

202-224-6324 

January 30, 1997. 

The Honorable Donna Shalala 
Secretary 
U . S. Department of Health and Human Services 
200 Independence Avenue, SW 
washingcon, DC 20201 ; 

Dear SecYetary'Shalala: 

In a lettey dated December 13,1.996, I wrote to Ms. Judith 
Braslow of .the Health Resources and Services Administration 
expressing ~y strong 'interest in being kept informed about the 
liver allocation regulatory process underway in the Department of 
Health and Human Services. 

I write as a follow up to reiterate my support for the oversight 
roles of the Department in setting national transpl~~t policy, 
based on t~e public-private partnership of WrlS and the OPTN. 
Once medical' criteria for allocation have been established by the 
OPTN--as a'.!tnorized in the 'National Organ Transplant Act--and 
wj.th input from transplant pati.eitts, I believe the Department 
should take a much greater role in liver allocation policy 
making. 

For some time, I have been concerned with the allocation policy 
UNOS estal::li.shed in 1991--'l'lnere livers a::r;e first distributed 
downward through the Status structure locally, second regionally, 
and fi~ally on a national basis. This 'policy has failed to 
ensure a:1 c.aequat.e supply of livers to patients with the greatest· 
medical need, regardless of where they are located. I understand 
that waiting times vary greatly, from 2~ days in Kansas~ to 200 
iff Pennsylvania, to 600 days in Nassachusetts. Very few policies 
directly control the life and death of American citizens, ,as aoes 
the allocat.ion policy. The current policy, developed by a 
private crganization, literally determines which patients will 
live ana die. Euman organs are too precious ~~d scarce a human 

INTERNET: sen<rtor@SlIntorum.sanat9.gov 

WORLD WIDE WED: http://www.senete.gov/-salltoNm 
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resource to be. allocated by a private contractor without 
government oversight ofche policy. 

I also am concerned with decisionsthe-UNOS'Board made in 
November 1996. Specifically, UNOS announced plans to transfer 
patients with long-standing l chronic liver problems from Status 
One to Status Two, effective January 20. The rat.ionale 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 l 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 t~-reshold consistent with other ONOS policies: to cite 
just one example, female heart-lung transplant patients have a 15 
percent better survivalra~e than males, yet liNOS does not 
allocate organs accordingly. 

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

erelYtr--

. 
g.. ~ __-. 

cc; 	 Ms. Judith Braslow 

EHS/Social Security Liaison Office 


. 

,ick san~m 
United States Senate 
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COMMIT'T!ES:RICK SANTORUM 
PENNSYLVANIA ARMED SERVICES 

AGRICULTURE 

RULES 

JOINT ECONOMICilnitni ~tatr.scSrnat( AGING 

WASHINGTON. DC 20510-3804 

202-224-6324 

December 13, 1996 

Ms. Judith Braslow 
Director of Transplant Division 
u.s. Department of Health and Human Services 

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 policy as established by the 
United Network of Organ Sharing (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,(;is 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 hom~ to several notable transplant 
centers, 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, 

Rick Santorum 

cc:HHS/Sociai Secur{ty United States Senate 


Liaison Office 


, INTERNET: senator@santorum.senate.gov 

WORLD WIDE WEB: http://www.senate.gov/-santorum 
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Februa.ry 7, 1997 

Philip R Lee; M.D. 

Assistant Secretary for Health and Science 

U.S. Departrnent of Health and Human Services 
200 Independence Avenue, SW ' 


, Washington, DC 2020 1 


Dear Dr. Lee: .. 

The University of Pittsburgh Medical Center remains deeply ~oncemed about current 
policies on liver transplant allo~ation. UPMC believes that the new policy implemented 
January 20, 1997, by the United Network for Organ Sharing significantly reduces the 
opportunity for a wider distribution oforgans. I understand that you, prior to your departure 
from the department, are weighing the medical evidence and other major factors to detennine 
whether the current policy ought to be changed. I strongly urge you to carefully weigh' the· . 
points-that UPMC have raised in the department's public hearing at NIH. Because of the 
mmost 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 ~ 
Chainnan, Subcommittee on Labor, Health and 

Human Services, Education and Related A aencies .. .. e 

http:Februa.ry
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6BAYLOR HEALTH CARE SYSTEM. 

February 20, 1997 

Boone Powell. Jr .. F . .ol..C.H.E. 
Pr~si.:!~nr 

Secretary Donna Shalala 

Department of Health and Human Resources 

200 Independence Ave., S.W. 

Suite615F 

Washington, D.C. 20201 


Dear Secretary Shalala: 

I am forwarding to you a copy of an opinion editorial on the need for change in the current 
organ allocation system 'Hritten by GoranB. 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 your 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 right for patients. 

Organs are a national resource and should be distributed 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. 

I don't want to belabor this issue because I know you have be'en 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. It is 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 thlit you 
and your staff will see through the rhetoric and posturing to the real issue of how to 
distribute organs to those in most need. 

3j~ G~st"n Av~nue. D~Il:u. T~)(~, n2~6 

I~I") !!ZC·Z731 F;:ax (2101) ~20·i89t 
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We are all appreciative ofyour attention to this problem and admire your courageousness 
.in bringing resolution to the controversy.. 

Sincerely, 

fr~~, 9~ 
·Boone Powell, Jr.. 
President'and CEO 

. . ~ 

, '., 
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FebJ;'Uary 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. I testified 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 patien~'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 ofthe current system, 

patients inevitably have to choose betweeIia 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. Ifyou would like to voice your opinions or concerns regarding the organ allocation 

system, please vv.riteto Secretary Donna Shalala, Department ofHealth and Human· 

Services, at 200 Ind<;pendence Ave., SW, Suite 615F. Washington, DC, 20201. 


I ' . 
~/-,/. . 


SinceretY•. r/ ///' /' 

/ /' 

.,' /,.~ -/.?(: I / , .. 
iit[.f--;/~v~ 

Go an dntmaI4. M.D., Ph.D.St:
Chairman, Baylor Institute for Transplantation Sciences 

Enclosure 
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THE ORGAN ALLOCATION SYSTEM ••• IN NEED OF CHANGE 
by GoranKlintJnalm, M.D., Ph. D. 

Transplant patients are dying needlessly due to the cw:rent way organs are allocated in 

the United States. I have patients needing liver transplants who have been on the waiting list for 

more than one year. They could have sought treatment in Shreveport or Houston where their 

waiting times would have been substantially shorter according to published $tatistics, but instead 

they chose a transplant center with extensive experience, expertise and consistent, successful 

resu1rs. And because of the complex, unfair organ allocation system they continue waiting. 

Why does this inequity exist, and why shOUld we be concerned. about it? The current 

system of allocating organs for transplantation ignores patients' needs; however this system is 

fixable. Currently, transplant organs are "owned" by transplant centers within self-serving 

geographical boundaries without considering where the patients go to be treated. In other words, 

the availability of these organs depends on where treatment is sought rather than how badly or 

where the organ is needed. 

This controversial issue poses two difficult questions for the patient with a complex and 

deadly disease in need of a transplant: 1) Is my priority to choose a transplant center where 

organs are quickly available? or 2) do I choose a transplant center where the health care and 

transplant expenise is superior? 

While receiving an organ quickly eases the amdety ofwaiting, the issue of qUality 

medical care and experience is a. matter of life or death. Out of 113 liver transplant centers 
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,- nationwide, 25 of the largest centers (less than one quaner) perform 60 percent of all liver 

transplants, while half perform fewer than 12 transplants a year. The death rate at these smaller 

centers is 2.4 times higher than at the 25 larger centers with experience. 

The fact is patients should not have to choose between the availability of organs and 

quality medical care, yet they are forced to do so every day. for example, at Baylor, where lam 

the director of transplantation sciences, our waiting list for liver transplants makes up half of all 

the people in Texas and Oklahoma who wait for a liver. Yet under the current ~ystem, these 

patients have access to only one-third of the available_organs. The remaining two-thirds of all 

the livers donated for transplants in Texas and Oklahoma first go to centers with fewer patients 

awaiting transplants. 

The ideal solution would be to have enough organs for every patient in need; however, 

because this is not the current situation, changes must be made to revamp the organ allocation 

system to focus on patients. No matter how we structure the allocation system, patients will die 

due to lack of organs. In this situation we must demand equal waiting time for every patient 

Every patient should have the same chance to receive a life..:saving organ regardless of where 

they wait for transplant -- Dallas, Houston, Shreveport or Oklahoma City. 

In December 1996, the Department of Health and Human Services held public hearings 

that addressed the problems of patient need and organ allocation. During those hearings, 

patients and public representatives asked for a change in the system. Several transplant 

surgeons, includ1ng myself, advocated a new regional system that would send a donated organ to 

the patient in the greatest need. within a reasonable distance from the donorbospitil. 



.. 

Such a system would eliminate the patient's agonizing choice between availability of 

organs and quality ofmedica1 care, What's more, it would' provide for a more equitable 

distribution oforgans, so that people whose lives depend on transplants don't die waiting. while . 

in neighboring cities less acutely ill patients are receiving transplants within shoner periods of 

time, 

An opinion from the Department ofHealth and Human Services is expected in mid-

March 1997. It is within their power to restrucrure the system andlor make recommendations to 

Congress that legislators would be certain to heed. 

lfyou would like to voice opinions or concerns regarding the organ allocation .system. please 
write to Secretary Donna Shalala, Department ojHealth and Human Services, at 200 
Independence Ave., Sw, Suite 615F. Washington, DC, 20201. 
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. Clive O. Callender. M.O~ F.A.C.S. Surgeon-in-Chief
LaSalle D. Leffall. Jr .. Professor of Surgery Howaro University Hospital 
Chairman. Depanment of Surgery Washington. D.C. 20060. 
Director. Transplant Center (202) 865-1441 
. January 22, 1997 FAX: (202) 865-5396 

The Honorable Donna Shalala 

. Secretary . 

U.S. Department ofHea1th and Human Services 

615F Hubert H. Humphrey Building 

200 Independence Avenue, S~W. 


Washington, D.C. 20201 


. Dear Secretary'Shalala: 

Although I have writtento you recently on the issue of liver allocation (public testimony and 
written comments, December 11, 1996), I feel compelled to write to you again in light of the 

. opposition to Department rule-making by some of my transplant colleagues. 

Over the years, through my participation in the OPTN and in my efforts to promote transplant 
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 involvement ofthe Department ofHealth 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 ex:pressed their strong support at the DHHS hearings 
for a different and fairer syStem that would 3nocate organs to the patients in greatest need, regardless 
oftheir location. A broader sharing oforgans 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 Jess sick patients. This type 
of allocation would preserve and elevate the medical urgency ofpatients 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 ofliver patients ... who have acute exacerbations of 
chronic liver disease which is remediable only by perlbrming 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 ofchronic 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 a clear indication that the process currently 

http:i}....1t
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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 ofour 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 Departme<~t should " ... assist 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 oftransplant candidates nationally will be best served by the' 
department's modification ofthe liver allocation changes approved by the UNOSBoard. 

1, now therefore urge you and your Departmental staff to provide the leadership on the liver 
allocation policy that will protect the interests <If all transplant candidates and meet their needs for 
a fair, accessible system. 

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

Sincerely, 

d~ D· ~,-~6-17U 
Clive O. Callender, M.D., F.A.C.S. 

LaSalle D. Leffall, Jr. Professor 

Chainnan,' Department of Surgery 


COCllsp 

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 lists 
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 be 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 "favored "treatment" and why the 
minority communities do not believe the system is "fair". I.t is 
not the allocation scheme in this instance which .is unfair but the 
global society, which cpposesthe raising of taxes to make health 
care .a right for all. r 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 '....hich" 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 
performing emergency or urgent liver transplantation. 

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

E - I favor a modificat:on of the University of Pittsburgh Medical 
center's aJgori th.'t1 which would offer an available liver to patients 
on the local list, ~ho 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 patients 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 irnportantstimuli 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 shortage of donors. 
It is important therefore to emphasize that, which is fairest to 
all groups is that which must be done. 

2 
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I welcome the DHHS calling these public hearing to help us all 
do the right . thing. The right thing in the case of l.ive:!.' 
allocation is to assist 'JNOS in its policy making and to help it· 
make the fairest decision and when it· needs help to provide it. in 
away that best meets our national need. This should not be to 
bully 	UNOS but to give good and appr~priate oyersight! _·:.~.i~~'~:~, 

Finally, the closer we get to an equitable allocation syst-em 
the louder we can spea~ when we go into the community to educate 
and empower in order ':0 maximize community participation in dl 
aspects of transplanta Clon especially organ and tissue donatiori'~" 

. ·f:':_~;~;:
II - Donation of oreans and tissues for transplantation. 

, "" 	 . ~ 

A. 	 The major :~pecii~ents to organ donation are: .-#,' ... ,' . 

1. Inequl ~able organ allocation . ..;:~~!;, 
2. 	 Subopt:l.~al use of the community as a change aq~nt 

for c!"~an : issue donation and transplantation. ':"if;;\, .' 

,3._ 	 LacY. -:f ~ptimization of· community input ~t)fl'
levels of problem resolution, research and resource 
allocati.on. 

4. 	 Lack of :::ansplantation awareness. 

5, 	 Religl:~S =yths and misperceptions. 

6. 	 Distrus: ~f the health care system and health care 
profess:.onals. .- .. ; 

7. 	 Fears :hat signing donor cards will lead· to 
premat~re declaration of death. 

8. 	 Inadequate emphasis on behavior modification 
towards :-.ealth promotion and disease prevention 
along :,,; 1 th increasing donor card signing I family 
discussions and giving organ/tissues in life and 
after death. . 

9. 	 Lack of adequate use of recipients, donors, 
transplant candidates as community messengers. 
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university 
of Nebraska 
Medical Center 

Nsbtasks~ HEJBJIh St:i!r1ce Center 
March 18. 1997 

The Honorable Donna E. Shalala 

Secretary of Health and Human Services 

Department of Health and Human ServiCl'!$ 

200 Independence Avenue. S.W. 

WashIngton, D.C. 20202 


Dear Secretary Shalala: 

This letter Ie to ronow-up on your meeting of March 6, 1997. with senator Robert Kerrey of 
Nebr'aska, At this meeting. the Senator e)Cpreaed COncems regarding the current system of .' 

. human donor OVer dlSlributionin the United Statell. 

I would like to bring to your attention.the letter of February 18, 1897. which was sent to you by 
Or. AJan N. Langnas. Chief ofTranspl2'ntfitlon Surgery. and Marsha MOrien, Associate Hospital 
Director' of the University 01 Nebtaaka Medical Center., ThIs letter clearly &rticulate$ our concern 
with regard to Sadion 3.0 of the Bylaws of the United NetNork for Organ Sharing (UNOS). Thls . 
policy requires patient. to be listed at the Organ Procurement Organization (OPO) centracted 
to the transplant center thatl1as been selected by the patient, referring physlcliln, or insuranoe 
company. This policy forces an OPO to deliver its primary service to the local trilnsplantatton 
center rather. than to th~ population of residents in their local area who il1'8 candidates for' . 
transpJantation. 

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

. organ ttansplantation to be listed with thelrlacal OPO regardless of the transplantation center 

assigned to the patient More information about how a new interp,..,tation of existing UNOS 

Bylaws could make that happen is outlined in the attached letter,' .' 


I believe that the Department of Health and Human Services ha~ the authority for oversight of 
the Organ Procurement Transplantation Network and has the authority to interpret UNOS 
Bylaws. 

Your attention to this Issue Is greatly appreciated, 

Sincerely, ! . 
Jt,k"j t jj,--,I~ 

'JIJiOiam O. e/mdt, Ph.D. 
Chancellor 

enclosure 
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February 18, 1!J97 

The Honorable DanJ1~ E. Shalall 

SaCrlt4ry of H.alth and Human St!rv1ces 

I)'panment of H ••lth and Human SarviGes 

200 Indepandanca Avenue. S,W. 

Washington. DC 20202 


Dear Secretary ShafDla: 

. The purpo.se of this IfIftBr is to ,.quest an il"lterpretatlon by the Dapartmant 01 Health 
and Human SarVlces af SectIon 3.0 of the a~laW5 of tl'l~ Unitad Network for Otga", 
Sharing. Sectfon 3.0 poUcies IlIpplv to 'the aUocation of organs for transplantation.. . 

In this section of the bVlaws, It states that It Is the policy of UNOS to encourago 
caoparltive working ralll'Cignshlps within itnd among OPO's to serve 'the be~t Interests 
01 transplant patients.' We bllliev. thai the curreht imerpretatian of this polic'l that 
requires p.-tjems to b. listed at the OPO contra~ad 'to the transplant center forGes 
an OPO to dlnver its Drlmary service 'to t~e local traosplen,.tion cencers rather ttlan 
to the population Qf residents In thei, IDcal area who are ~8ndidate8 for 
transplantOltlDn. 

W" propose to your administratIon, an Interprata'tlan of !existing UNOS SVlaws and 
policy that could Inaw for the dlreGt IinkBg6 of waiting reclplants to organs available 
regardless of 'I:he" chosen or assigned transplantation center.locatlon. The definition 
af loca' would be defined by the origin Dr homuaf thl wattlng reciplant. A patient 
8waltJrlg Drgan transplantation would be listed wilh their local organ precuremen! 
orSl..n~tJon regardless of the transplBM.tion centf!r assigned 'to or GhOlien by th=n 
patlant. 'The patient would benafit from lhe element of .service provided by tha local 

·OPO and yet have thG ability to receive transplant.ticn at any canter based upon 
whlllM!r reason(a) .... important to thl patient, hlli/her primary caregiver. payor. 8tC~'" . 

The OPO would be responsible fot ISNin; IOCII recipients regardless of whara those 
reGipi-nr.s millm be listed 10t care. A local organ identifIed by the present allocation 
5ystem 11$ designated for I given rocally·1l11ed recipient would be tecovered and 
moved to the dlililgnatad transplantation center for tl'lat recipient;. This would 
rllnutrtarat the cancept of "Ioca" by changing It from .ill geographic designator to Dne . 
whfen identifiu a group of patients for which an OPO would b. responsible. This; 
system of a/Jor!atlon would provide directly linked piltfent SBf'Yic::& regardless ot;·.the. 

o~it act rot XYd Tt:ct nBl L8/0~/COeoO/lJ , . 

EO 'd lSBLL~9 'ON XlJ.:I . ltJ!l31UtJ O~: 11 m~LB-i'SG-~tJU 
~.. ,: " ,:~:;'.,:"\ . " 

http:purpo.se


'. .. 

'~ , 

• VU, 14. 1997 3: 17PM. 'UNlle-HOSPITAL ADMIN, 	 'Na, JJB6' P.4/4 
• ,

-..u.r to Secretary Shalaia 

FUruary 11, 1897 

Pag.2 


Jqcatlan bf the tranGPlarnatlon cen'ler. Thill service ""o!.lld be pravided by the 
,patlen't',,; local OPO. This 15 II true plltlent...:iti"en 5y:sttm af organ anac~ion. W'* 

alraady have the bylaws, atJllity. and technology to make this sYitam work today. 
. . , 

A new Int.rpremlon of UNOS bylaws would allow the patients from other OPO's 
to ha've the option to list and be a.Ned by theOPO In thair home locaticm. w. 
believe that the Depat1l'neftt (If Health and HUrt]8n Serllices has authority far the 
oversl'i3ht of tha a'1I8n Procurement TransplantatiDn Nelwbtlc and tMs the aLfthority 
to iSt"': thJs Interpretation. We .,. not aware of any HCr:A regwations that would 
pravent this Imarpretatlon of the Bylaws. , . 

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

We wouJd walcome the opportunity tD discuss this request with you. w. rook 

forward to hearil\1I from you concerning "Chelntarpretl'don of UNOS pDlicles In section 


. 3.0 of the Bylaws. . . . 


Alan • Langnu, D.O. 

Chief of Transplanbl'don Surgery 


Marlhq Morien . 

A.ssoclate Ho,pl~r Dintctor 


cc: 	 Judith ..,loW', Division of TI'8n,pJ_ntation 
Bruce. ~,k. HeliRh tare )llnanetng Administration 
By,t, W. Shew, Jr. M.b. 
Michael F. Sor ... U, M.O. 
Senator J. Raben Kerrev 

'00 iii 	 'aalOI&/~l!I ~RNn 
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n.r SICllf.U1 SWalI: 

At, CanunaDdlr-in.Qlefoftha \I...,. ofPordp W.. aftha U'"StaIIII (YPW) aU an blbalf 
ofOYIII' J.9 mUD. __...._ ......... I lUll campeUed to 1IfJ'fD1IU11ottct1a cqnn aur 

~...pa1icy ........JIIIIIIiCIIl cdtaria for humm liver 6catiau ucllSk thIt yau 
pramulpto 8Ml mlu ~ tWa poJiay. Tie ....'.,_Dfhave" apprD¥8d Ity the 
United Ncwoax for Orpa5.bIriDJ (UNOS). the ~ ftIBS.PI* GDIIU'1Ctar for the N&timzaJ 
Orpll Pl'Dc:ut8SDaIt ..TnnIplUltltin NItYIOrk (OPTN). W. fell thaseclwtpl ill poJigy !iii to 
meet tbe neccb atour BI1ian'l Yet.crI.nS, plldcuI&rtJif.VItCrIII i. 001\1'" the IaCOCIioIt 

. 5is:kclt pIIi_ 

UDder the ftew JIIDiGY wJiclb dv.npd wtIIC type ofpeiaatJ Ira coaDderad u statui 1 for trDJptlJlt 
purpo_" onlY pili..with lila ~. of lIMa...,. wldaDut tr..... w.hD have. ... 01 olliy 
four aaa.. lIw:r,....,........WDUlIl recc:i.. priority b trwpIDutlon. TWI '.YI:I all at_ 
iiWI' tn.upIant r:aa4id.... nprdl..of"medicalwpncy ...... tlXPcGt.apcy, 10 be CDA..... 
statu. 2 Of 3 pall., _JDa, __ nasivc aHIs l\lltlialna tiw:r ....,1... WhIl &hi. means to tile 
VIW iC1Mt ...WlIraD, wba .,be aervica callMCRlld far GDnditlan. which shau1cl requira livet 
tru.lpillftts wiUlIC\'ar lie ofrcnsd ~u ., optiaQ, .,,,,a1JydJo""...au who IIIifer 

. !tarn chronic ~ AItIh u 1IcpI.tiIt., liverdft'holll dUI to "medic:atiDJI with a1cDhol, primary 
blllary airriullil arlMredkary eli.... VI!!eranI in &heIe Cilltqoriu eould b. farcal to '0 withDut 
Uvc:r tralUpJIU\t:s IJId., 1$ aauult., ma,. pnrnatunly.' . 

PuI1hcr ~tins this dilCJllllUlI. tho Qlmaat polioy \IIIlDc:h tat.abIi..a-8flPhiGIJ Nltric:llou.thas 
turthar r.strict wanu fiDID ecpJ URII to aYlllahle c1DAaf &vera IlmDar to liver trauplllll 
CIZIctidaIU in tho ,riYIto -=r. TIle I'III1IOft far tbit b",..WitetUl. partiQIJ.", Jaw _OllIe. ' 
1DIIdiclDy imIipnt "....... IN 1imIted ta only twAliw.r tr....,a.nt.c::iHti. in the __VA .Iy.1aIn 
Pitta-rata. .PeanlYlvaaiallUl PattIIatI, Orapa. u-. tWa ptIJIIIt vuup)at poliCf. wann. who 
llead li~ a'IJIIp11ftllll1! IIdcIaI tD b local ....lift••PittRursh and PanllDd wi1h lID apceill 
COnticlerll:lOD Jiv- to the faGt that theM Icri01lslt ill vetamu come fivm IIIII'bWDIIS citie& .d IOWlit 

, . COpy ..~--*.""'MlMDlW.I11ILDJn._KAI.'rLU1D.....tf.l.."...armr.M~ 
. .ADA CXlhIlIIM •••MJl:ll.MlIft' 
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'l...; . 

Jrd."..,.."......,. 
leo6 I ,.lIIIiS ,.,.,NM:i 4, J," 

, t.bt~..--,. tbi..... tho waillaaJiItl ill.. twa ...to ... -='4.aiDADy IDI1I 
JUIIidnl iIl...,.........lUIIivJas Jifc avlD&lMr trln"tf. ~ it Is CD~a 
thaC.., ___ on the·"A WIitiaI.m.1'lUIbLqb" Padlaacl...,...,.. ri •• Jiabcr than . 

statu 2. JiurIhIrmore, due to"....poIioy dut1aca1 ...........CODIbItnd _ it m.y 

G'IIJmina'to Ill......... naa1Mted _11ft &0 ...." ••aril,• 


• 
Thi. 'poky" pateMly uafiir to .,."... ....,.'." to WfInftI. It's atMoUJ that ~ ia 
WrDIII wIca. policy pc.Atpu til De 'a'IIISpl1lltell iata .....ebr ltIiu.l patiCGh mlocal veil . 
hefore b.,deal to ltatLll'll11d 2. patl_ *b-.uoditr "liGbr~t tho 0CIUdY. . 
Th~ tile VIW nan 80 on recanl appotiqtUlellYa'tr.up1mt poJWa -1II"Fyou •. 
Secrccary tbr BaldillUl B\amaII SrniaeI to lItO )IM'..dtodty ad illUt: UalIUllll CUI Bwr aJlQCiltioa
uUw I N.tiaJlalllver TraupJaat N.~tlta__1I!1ftII1ICfIdioa.havw priorkyUt doaar 
Uvers resud.1cq oftbdr poarapli.c loe..or ..... tU 0Ipft ,.,... dcmated, 

I lI1ldoully ..t your I1IPOUt to tJUa ....11&1 ",r4I wID GDftJicl..1he .... llealll ofoaar 
1Wi0J:i1 wtaru.s m. yaur decbion, 

lAW2I J. N.JD. 
Comrnuut• ..ua.a.w 

Boaor.w.ltueBzuwn, s....,orV...,MWn 
HaDDrabJe AItaD S,.,at.. CIaainaaa. 1_V.......' A:!iIrs Conunitta: 
~ Jom D. 'A.oc1ct6JI«, lV, 1lIDkiIaIMJaorIIr YItmbc, IVAC 
HtInorabJc:;Bob S\IImp, ~ Houle v..... AIiirJ CDWiiam- .. 
HonarIW. r.... • .., .....".WiD&:dy Manibar, HVAC 
AD~""'.HoIueV__'AaIn~. 
Dave 0anItIa\, BDILltive ninatar, DAV 

. 10hn .so..a.r, &.nJtive!Jirac:ter, Tho ~leaLest- (HanyE:eIIy) 
.	0arr.k1a )fwd-lIS, EfDe:rivc Db.... pVA 
l\ti..AI N.JIon, J:aaatiwDIrectot. AMYI7s . 
Carl}:, Stout, AaIi", Bacud~ llireGtor. VietDIID Ve.taaaI at' AmM'iGI 

Pldriaiahttar, CIudnnaa, HDspltlll CDIm'IIiUcc, '''nsyMaia
L& S...........ativw DitOClOl' 
:lob W.n.ce. DIputy I!xa:utM~ 
AD I)~ \lFWWMbi..0fI1Z 
AlIHtW I.cprc:eanl'ltiva 
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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 to local 

transplant centers nearest 

the organdonor." . 
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