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CONTACT: Carol Schadelbauer 202/626-2342 
Dionne Dougall 2021626-2284 

STATEMENT ON THE ADMINISTRATION'S INITIATIVE 
TO INCREASE ORGAN DONATIONS 

Dick Davidson 
December IS, 1997 

The Administration 'wants to, increase the number oforgan donations. So do the nation's hospitals and health, 

systems. We, appreciate the Vice President's long-,standing leadership on this issue, and support the proposed 

public-private partnerships to improve pubJic awareness of the need for organ donation, and the effort of the 

government to show leadership as an employer by providing information on organ donation to federal employees. 

Further, we look forward to SecretaryShalala'5 conference next spring. All parties need to work harder to 

improve the record on organ donation. , 

The reality is, organ donation is an issue that requires great sensitivity and is extremely personaL It needs to be 

worked out case by case on a local basis '. family, doctor and chaplain working together. The decision to donate 

organs comes at a time when the families must face the painful loss of a loved one. Hospitals should retain their 

flexibility to treat each individual with sensitivitY. 

Hospitals have policies for discussing the option oforgan donation with families ofpotential donors. and will 

continue to work with their staffs and communities to increase the number ofdonors. The proposed rute would 

replace these hospital local initiatives with policies established by an outside organ procurement organization. 

But hospitals and health systems must be free to manage in ways that work for the communities we serve, not 

based on regulations that may be good for one b~t not another. 

, .' 

So while we share the Administration's goals on this critical issue, we question whether there is significant 

research and evidence to show that, a!fcurrently constructed, the proposed regulatory approach is the best ,1.ay to 

achieve our shared goals. AHA believes: that other options should be ex.plored before regulations are made final, 

and appreciates the Administration's commitment to work ~ol1aboratively with us through therulemaking process 

to identify altemati~es. Our members want to find the best practices to increase org~ donation, but they should 

be allowed to use their best judgment in treating patients. WasbIBglI., DC C6nmr for Public ~ffalr5 
Chicago, IIn••I, Center for HeDlth Care leadership , 

llborty Mace. Sblr& 100 
325 Seventh Sh8llt, N.W. 
Washington. DC 20D04-2802 , 
(202) 638·1100 
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ORGAN AND TISSUE DONATION INITIATIVE 

December 15, 1991 


Questions and Aruwers 

General: 

Q:' Why is a new nationaUnUiative needed? Don't we already have campaigns for 
organ donation? . 

A: With advances in medicine and technology, the number. of people waiting for organs bas 
.	grown dr8matically. Even with the increases we've seen in organ donation. we still have a' 
growing gap between the Ilumber ofavailable organ.<; and the need. Some 4,000 Americans die 
each year while awaiting Morgan transplant. We can do better, and a broad public/private 

. partnership will acbi,eve significant new results. 

Q: How: an you expand the supp]y of organ donon? Aren't we already getting as 

many as are available? 


A: We're missing literally thousands ofpotential donations each year. There are an 
csLimated 10,000 to l5,000 deaths each year that could result in donation - hut the number of 
donors is around 5,500 (cadaveric donors). In many cases, the reason is Lhallhe fanUly doesn't 
know that the individual would have wanted to be a donor. Jn some cases, dCCllhs lhat could 
result in donation are not being identified or families aren't being asked. We need to encOurage 
individuals to make the choice. AND encourage them to share that choice with their families -
and then we need to make SW'e our medical system works sliccessfully to identify putential 
donors and to be sure families are given the opportunity to donate. 

Q: Are hospitals to blame for the shortage? 

A: No. Our most important job is to cm::uum.ge individuals to make their choice about organ 
donation AND to s~ it with their families. Then weneed>to work with the transp]ant 
communitcr.:s the board to make sure there i!. collabomtion and cooperation, so that 
opportunities L not missed unnecessarily. 

J L--t,,~.~ JC&"V\'51V~).iJ Ft5r1·C.'1.'~ 
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Q: Explain the proposed hospital regulatioD. 

A: In order to ensure that potential organ donors are identified and that their families are 
given'the opportunity to decide on donation, HHS is proposing an approach for a collaborative 
relationship between hospitals, organ procurement organizations and others in the transplant 
community. Basically we want to make better use of the expertise of the nation's 63 organ 
procurement organizations. The proposal is that hospitals use policies and procedures,set by the 
OPOs in identifying those deaths that could result in organ donation. ' Jt would also require that , 
hospitals' and OPOs collaborate on how best to carry out the delicate task of helping families 
understand bow their loss can become another family's gift of life. Again. we want hospitals to 
have the benefit of the expertisc ofthe organ procurement organi7.1uions, and we want the 
transplant community to work collaboratively to ensure thal families or potential donors are 
given the opportunity to donate. ' , . 

Q: Are hospitals supporting or opposiJIg the proposed regulation that would require 
them to adapt the policies of organ procurement organi7J1tioDS? 

A: 'HHS has made a proposal which grows out of the successful experience that <:-> 


Pennsylvania pas bad in bringing together hospitals. organ procurement organizations and others ~ . 

in the transplant community. mrs bas pledged to work with hospitals, OPOs. tissue banks and 

others to achieve a workable final rille as quickly as possible. It is our understanding thatthc 

hospital and other organizations share our goals fodncreased ~rBan donation and have expressed 

the willingness to work together in shaping an approach that win help bring about that result. 


Q: How much increase in donation do you believe is possible? How many fewer deaths, 

would result? 


A: HHS estimates that with a concerted effort. we can increase organ donation nationwide 

by as much as 20 percent in two years. lbis'is based partly on the success theJ.l was observed in 

studies in southeastern Pennsylvania.. There is real1y no way to set im absolute ugoal," andwe 

cannot make an estimate of the J'Ossihle reduction in deaths, because too many factors come into 


,play. But a 20 percent increase in donors would be about 1,000 more donors each year. and 
typically a donor provides more. one organ. So we are confident that we if we can make 
substantia) increases in donation, this will result in significant decreases in death among those on 
the waiting list. ' 
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Q: What wiD the "partners" in the IDitiative do? 

A= The object ofthe partnership is to make use ofthe particuJar strengths ofeach partner. 
For example, the American Bar Association can encourage its members to raise the subjectof 
organ donation and other advance directives as part of the preparation ofwills. The American 
Medical Association can encoW'8gc doctors to make organ donation materials available in their 
offices and to be ready to discuss this with patients. Other partners have the ability .reach 
particular audiences. This is avery broad-based effort to encourage individuals to make the 
choice - AND to share it wilh their families. 

Q: What kind or researeh do you envision? 

A: . We need to be more systematic in learning whllt works to bring about organ donation, and 
what baniers stand in the way. HHS is sponsoring a conference next :'''Pring to help focus this 
kindofres~h. (~ £..<.>~.-to ~ 4)l-to c.-QZTU ~~ 
~V\g- /",,-) 

Q: Is there money behind this initiative? 

A:. Followingtbe President's request for an increase, the HHS budget for organ donation 
efforts in the Health. Resources and Services Administntion in FY 1998 is $700,000, which is 0 

250 percent increase over FY 1997. These funds will be used to sUPJX)rt organ donation 
activities, including those ofthe initiative. Ofcourse our primary resource is the pUblic/private 
partnership. The value ofthe volunteer services ofour partners will be enormous, and we will 
get extra impact by unifying our messages with the those of the Coalition on Donation. 

Other: 

Q: What is the status of final regulation~ governing the Organ Procurement and . 
Transplantation Network? Basn'tit been a year since special hearings took place? .What 
will it do about liver aUocation in particular? 

A: HHS is finalizing its work on the final opm rc;gulation. We expect it to be published 
soon. We cannot comment on the contents before it is is.!tued. (The date orthe hearings was 
Dec~ 11-12.) 
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Q= Why did you aDDouncc a donatiop initixtive befure you publilShed tbe OPTN 


regulatioDl' 


A: "HHS has been preparing the Nationallnitiative since earlier this year and now it is ready 

to be announced. EVeJYone agrees that the core. bottom-line problem is the availability oforgans, 

for transplantation. That's why this initiative is so important. Only by increasing donation Can 

we really' ameliorate the growing gap between the need and the supply. 


Q: .The "60 Minutes" program raised ethical concerns about one kind oforgan. 
dODation,that which involves Don-beart-beating donors. What is being dODe about that? 


. .' 

A: Non-heart-beating donors are a very small pan ofall organ donation - only in the range 

ofone or two perteIlt ofall donation. HHS doe~ not believe there are new or unusual ethical 

concerns in,non-heart.beating donation, but the Department did ask the Institute ofMedicine to 

review some specific medical questions. especially involving the appropriate use ofcertain drugs 

that can help preserve organs. 10M has not yet issued its response to HHS. 


Q: Under the curreDt regulations or tbe proposed rule for hospitals, can organ 
procurement organizations require hospitals tu repurt putential donors who are Dot yer / 
dead?' ., 

/ " 

, " 

A: The current Medicare law requires hospitals to report potential donors to OPOs. The / 

thrust ofthe new regulation we are proposing is to reflect the Pennsy1vania statute which require~/ 


, hospitals to report deaths. Under the proposed change, we expect that hospitals and QPOs ~u1d 
work collaboratively in each locale to develop policies nnd procedures that will result in properly 
identifying potential donors. 

Q: Did tissue banks have appropriate opportunity to comment Oil the proposed 

regulation? 


A: HHS plans to work with the entire transplant community to develop a good final rule. 
The conunentpmod opens with the,publication of the regulation this week. We.. 
IdO!l-..t=~ +0 £..<..JCJY1C-A'~ --to 'e,. ~~ 
?<a -pos-~~'~ ~.~ ~\ ' 

\ IfYiis "5 ~ ~ ~I/V\Vl~ l' 0.. ~ 
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NOTE TO: 

Chris Jennings 

S,arah Bianchi 

Heidi Kukis 

Toby Donenfeld 

Barbara Woolley 


In case everyone hasn't ,already ;:;(:('l'l th i ::-; ( he!(~ i ::;, the dra it fact 
9heet. for reporters' who may want ill'') t;'e b'h:kgcuUlId dbi)ut the 

hospital regulation. 

cc: Melissa Skolfield 
Kevin Thurm 
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December 12, 1997 

Albert Gore, Jr. 
Vice President 
The White House 
1600 Pennsylvania Avenue, NW 
Washington, DC 20500 

Dear Mr. Vice President: 
I 

On behalf of the membership of the American S'ociety of Transplant 
Physicians, we want to thank you for the invitation to attend the 
launch of the President's Organ-Tissue Donation Initiative. We are 
particularly pleased that YO:tJ are personally involved in this effort 
to increase organ donation in America. We remember very 
favorably your strong leadership when you were in the House of 
Representatives and the US Senate, in particular, your 
sponsorship of specific legislation including the landmark, 
Transplant Act of 1984~ In that regard, we have enclosed the 
American Society of Transplant Physician's White Paper entitled, 
"The Decade' of Transplantation", which reviews the state of 
transplantation since 1984. 

We applaud these new initiatives to be announced on Monday, 
December 15, 1997. We respectfully suggest that any new 
partnerships include medical transplant professionals as a 
cornerstone of these initiatives. 

: ' 

Mr. Vice President, we stand ready to serve as a partner to assist 
you and the. President in all ways possible to increase organ 
donation so that the 56,000 Americans currently on waiting lists 
will have access to the "gift of life". 

With warm'best wishes to yOu and your important work for our 
Country, we are respectfully, 

J. Harold Helderman, MD 
President 

John F. Neylan, MD 
President -EleCt 

Enclosure (via messenger) 

, NATIONAL OFFICE 
6900 Grove Road • Thorofare, NJOBOB6-9447 • 609-848-6205 3 FAX: 609-848-4016 

, E-mail: astp@slackinc.com • http://www.astp.org/ 

http:http://www.astp.org
mailto:astp@slackinc.com
http:IgA~.SPJ.AN
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Friday, December 12, 1997 

The Honorable AI Gore 

Vice President of the United States 

The White House 

Washington DC. 


Dear Mr. Vice President: 

I applaud and support the efforts of you and the Federal government to increase the 
. awareness of the American public about the critical shortage of available organs and 

tissues for transplantation. As President of the American Society of Minority Health & 
Transplant Professionals, I am particularly pleased with this effort because minorities 
are disproportionately represEinted on transplant waiting lists across the nation. 

The proposed public and private partnership initiative is an excellent opportunity to 
stem the current tide of the growing number of individuals who die waiting for a life 
saving transplant and for those life enhancing transplants that enables individuals to 
remain productive citizens. The introduction of legislation requiring hospitals to contact 
and involve the organ procurement staff is a monumental step in the r.ight direction. 

Thank you very much for giving the transplant community the needed support and 

direction in these proposed initiatives. I am honored to serve you in this initiative in 

any way possible, please don't hesitate to call upon me. 


I • 

Sincerely, : 

O~~ 'RC\\J-r}· 
Alfred Bolden Jr. 
Presiden~, American SOCiety of Minority Health & Transplant Professionals· 
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PEPARTMENT OF RELIGIOUl;i STUDies Deoember 12, 1997 TEL. (00.4) 9;<!.:\-3741 
COCKE I·(ALL 

r:'Al(, (604) 924'1467 

The Honorable Albert Gore ' 

Vice President of the United States 

Washington, DC 


Dear Vice President Gore: ' 

. I have learned. with great e~cltement, about the organ procurement initiatives that you 

and Secretary Shelala will announce on Monday. 


Having served as vice chair of the nationalOrgan Transplantation Task Force in the mid
1980s, as a member of the UNOS Board of Directors for a term, and as a member of the 
UNOS Ethics Commltt-ee for,several terms (including the present). I have followed 
developments In organ transplantation with both great Intarest and great concern about 
our Inability to increase the number of donated organs. I am confident that the 
public/private partnership and the requirement of referral to Organ Procurement 
Organizations (OPOs), along with the other planned Initiatives, will serve to Increase 
the supply of transplantable organs and thus save lives and enhance the quality of those 
lives. 

I look forward to your presentation on Monday and to improvements In organ 

procurement and transplantation as a result of the Initiatives that you and Secretary 

Shalala plan to propose. 


All best wishes. 

; Sincerely, 

·:~::t.C~ 
: James F. Childress 
. Kyle Professor of Religious Studies 
, Professor of Medical Education 
CQ~Director, Virginia Health Policy Center 

:Me~ber I National Bloethlcs Advisory 
Committee 

(:HARLO'rTl::::WILI..I'. VIRGINIA 22903 
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. .December 121 1997 

The VicJ President 
Dirksen Senate Office Building 
Washington, D.C. 20510 

Dear Mr. Vice President: 

Thank you for the invitation to attend' the Washington; D.C. meeting 
Monday, December IS. We are very excited about the Clinton 
Administration~s involvement in this initiative as the organ shortage is truly 
at a natiopal crisis level an impacts significantly on the health ofthousands . 
ofAmericans. 

For your infonnatio~ the North American Transplant Coord:inators 
Organization (NATCO) is the largest group of transplant professionals in 
North America. With l,750 members, we represent coordinators worldng in 
both the ,clinical transplantation and organ donation arenas. Initiatives to . 
increase the awareness ofthe need for organ donors impact all ,ofthe families 
we deal with on a daily basis. You have our support and our willingness to 
contribute to this initiative in any way possible. ' 

To emphasize the plight ofmany Americans today, following is an electronic 
mail which I received from a concerned party. 

"Mel is the 38-year-old wife of Glen Mitchell and mother of three 
children; Sean 10, Bret 7, and Connor 3. Mel was diagnosed with 
acute liver failure on December 7th and is on the waiting list for a 
new liver. Her fabulous teatn ofphysicians has given Me13-7 days 
to receive a life saving liver transplant." 

IIMel is currently in an induced state ofcoma in order to extend the 
ti:p1e needed for her transplant. Her family and friends from all over 
the nation have come to provide emotional support for Mel and her 
family in t:his time ofwaiting for a viable transplant." 

P.O. Box '5384 • Lenera, KS 66285-5984 •. Ph: 913/492-3600 • Fax: 913/541-0158 • . E-mail: natco-info@appimeapro.c:om 

mailto:natco-info@appimeapro.c:om
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Vice President Gore 
I 

Page 2 

. "This nlessage is a plea from a frien~ neighbor, and father of fOllr that 
values the complete family unit. Any assistance you canprovide in securing 
this transplant would make this a Christmas to remember for the Mitchell 
family and all those close to them. Please help make this a Christmas ofJoy 
for this needy family." . 

Mr. Gore, lllifortunately all of us in ttan!)plantation know of the agony that this 
family is suffering right now. As you well l.;:now, ten people die each day waiting 
for donated organs forcing too many family and friends to endure what is so clearly 
depicted by Mel's story. As NATCO's President, I appreciate the opportunity to 
applaud your ef(orts to increase organ (and tissue)donation in the United States. 

On behalfof the NATCO membership and all ofthe patients and donor families we 
serve, thank you for spearheading such an effort. We will look forward to baving 
your continued iD.put and enthusiasm to bring this initiative to fruition. . 

Sincerely) 

. '~,.,J~et~ .' 
Laurel Williams'Todd 
President 
North American. Transplant 

QoordinatO.rs Organization 

http:QoordinatO.rs
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JaTold'Anderson. Illinois 
President1t·)Il.] 
Richm'd Ln~kln. MOissachuselb 

Associalion of Prtsid,ml.Elccl 

Organ Procurement 
Organizations 

J.awrence Hunsicker, M.D., Iowa 
Medical Atlvl:rur 

John Rllukin, M.D., Ol't!gnn 
M~dic41 AJ"is"r·Elcct 

December 12, 1997 I.tndll Jones, Ohio 
Secretary 

.John St. John, Virginia 
Treasurer 

Phyllis W£ber. California 
lmlllediate Past·~restdel/t 

Albert Gore, Jr. 
Vice President 

Daniel .... WhitesIde, 0.0.5., Virgillia 
EXllcutive DireclDr 

Old Executive Office Buildinq NW, 
Washington, DC2050~ 

Donna Shalala 
Secretary of Health.nd Human Services 
200 Independence Ave, SW 
Washington, DC 20201 1 

, I 

Dear Mr. Vice Presid~nt and Madam Secretary, 

The Association of Organ Procurement Organizations (AOPO) 
represents 49 of the: nation's 63 organ procurement organizations 
(OPOs). Our mission is to recover organs for transplantation, 
thus saving lives. 

I 

AOPO is aware of your long interest in organ transplantation a,nd 
the important role you played in the passage of the National 
Organ and Transplantation A~t when you were in the Senate. 
Implementation of this Act has strengthened,OPOs and increased 
organ and tissue dc:mation awareness. We appreciate this effort. 

NOW, you are prepari~g to announce a government initiative to 
,increase awareness about organ and tissue donation. We applaud 
you and Secretary Shalala for undertaking this initiative. We 
support a change in regulation which will aSsure that potential 
donors are appropriately referred. We encourage the 
private/public partn~rships which the Department of Health and 
Human Services will forge with groups throughout the country. 
Such partnerships are essential if ~e are to fulfill o~r 
objective of increasing awareness about donation. An effort to 
make federal employees aware of and sensitive to donation can 
only help OPOs in achieving their objective of incr~asing the 
number of organs recovered. 

1 

Share your life. Share your ,decision. lIP 

One Cambridge Court. 8 LiO Gatehouse Road. Suite 101 West. Falls Chun:h, VA 22042. 703-573-AOPO • Fax 703.573-0578 

http:Health.nd
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continued page 2 vic:~ President Albert '.Gore, Jr~and Ma~am 

Secretary Donna Shalala 


AOPO looks forward to pqrticipatlng in the donor awareness 

conference which is being planned for next spring. 


AOPO and its member oPOs will do our part to make this initiative 
a resounding success., We applaud you and thank you for your 
interest in organ and tissue donation. 

Best wishes. 

SincerelYi 

eli/3:;r!M: /flruafo/:/;;tb
oanielF. Whiteside, D.D.S. 

-President Executive Director 

cc: AOPO Executive Directors 

2 



Jerold R. Mande 

12/12/97 11 :03:06 AM 

Record Type: Record 

To: Christopher C. Jennings/OPD/EOP, Barbara D. Woolley/WHO/EOP, Toby Donenfeld/OVP @ OVP 

cc: Sarah A. Bianchi/OPD/EOP 
Subject: Caplan Statement on VP Transplant Event 

Here is a draft statement from Caplan. Please get me any comments by 1 pm so I can get the final 
letter to Barbara by COB. Thanks. 

PS I am in contact with Jim Childress and I hope to have a statement later today. I can get 
additional ethicists to make affirming statements. Let me know if you think it would be helpful to 
do so. 
---------------------- Forwarded by Jerold R. Mande/OSTP/EOP on 12/12/97 10:55 AM -------------------------- 

caplan @ mail.med.upenn.edu 

12/11/97 11 :14:32 PM 


Record Type: Record 

To: jmande 

cc: 

Subject: cannot get there on monday at 11 but here is a statement--edit away and send it back 


Organ and tissue donation in the United States rely on the voluntarism, generosity, compassion and 
altruism of the American people. As a nation we owe it to those who desperately need transplants 
to do everything we can to insure that the every American understands that the need is great, they 
have the power to help those in need and that the opportunity is presented to them to do so. That 
is why I am so pleased and enthusiastic that Vice President Gore has chosen to reiterate this 
nation's committment to do all that it can to help those disabled or dying as a result of diseases 
and disorders by announcing new initiatives aimed at maintaining and enhancing the availability of 
human. organs and tissues for transplantation. 

The transplant community has had no better friend than AI Gore. He has been a staunch advocate 
for patients seeking transplants, their families and friends. When, more then a decade ago, he was 
in the House of Representatives he became concerned about the plight of those seeking 
transplants. AI took the lead in making sure that the transplant community understood the 
importance of insuring that the distribution of freely donated organs and tissues be fair and 
equitable. He read and reflected ~:m the idea of a then much younger bioethics professor to 
promote legislation requiring that every family that has suffered a death be made aware of the 
option of organ and tissue donation by a properly trained health care professional. He moved this 
idea forward and saw to it, when he himself moved on to the United States Senate, that Federal 
law guarantees that the offer of organ and tissue donation become a routine and widely accepted 

http:mail.med.upenn.edu


part of the process of coping with the tragedy of the loss of a loved one. The committment to 
doing everything possible to help those in need of transplants has continued throughout his tenure 
as Vice President. 

I have been studying and wrestling with the subject of organ and tissue donation for many, many 
years. I remain more convinced then ever that the keys to maintaining and increasing the'supply of 
cadaver organs and tissues available in this country is to insure that the public understands the 
importance of serving as organ and tissue donors,. has every opportunity to donate, and that those 
who seek the altruism of the American people when death occurs are properly trained, experienced 
and sensitive to individual emotions, values and sensitivities about the loss of a loved one. The 
policies and partnerships announced today by the Vice President well serve these ends. 

I want to offer my full support for the Vice President's initiatives. I want to congratulate him for 
continuing to strive to improve this nation's performance in helping those who need transplants. 
And I want to thank him for his unwavering determination to do what is necessary to insure that 
organ and tissue donation in this country reflect the core values of choice, altruism, and 
voluntarism. 

Arthur Caplan 
Center for Bioethics 
University of Pennsylvania 

http://www.med .upenn .edu/bioethics 
\ : 
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The Aml!rican 'Bar Association is pleased to join the Federal government in i1s national 

initiative to increase organandtissuc: donation in the United States. Thousands of 

individuals die each y=ar waiting for all organ [0 become available. To increase the rate 

ofdonation. public and professional awueness of the need for donors must be . 

cncouraged. 
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Vice President Al Gore 

The 'White House 

1600 Pennsylvania Avenue, N.W. 

Washington, D.C. 20500 . 


Dear Vice President GOre, 

We applaud the Vice PresIdent's efforts to increase the awareness of the 

American public about organ donation. UNOS is well aWare ofthe proposed 

regulation that asks hospitals to inform OPO' 5 ofcertain hospital deaths and 


. supports this regulation. . . 	 . 

Your long history ofsupport is recognized and appreciated. 

LaMenC~/~~
. UNOS President' 
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~ . 	 American Medical Association 
;\) L( 	 p...cledic&tal ToO Ibe health trAmerica 

~~~~Fr 
Statement~~ 

FOR IMMEDfATE Rt:L.EA.SE 	 December 15. 1997 

AMA APPLAUDS CLINTON INITIATIVE • 

TO INCREASE'ORGAN DONATIONS -

Urg~ Americans to '~bccomo organ donors DDd make at lite-or-death difference'" 


Statcm.:nt attribu\.a.b[c Lo; 	 Yank Cobtc.-MO 

AM.o\ Trustee 


"'The t\mcncan Medical Association is deeply co.nccmed about the need to increase 
organ donations hi America. More than 55.000 people in the United States arc waiting 
for life-saving orgall transplants. Tragically, more than 4~OOO people \.'till di~ this year 
because organs will not become available to them in time. 

"E'I.'C:ry adult should become an organ and tissue dOllor. With both goverrunent nnd 

private-sector attention focused on this urgent ncc:d., we can make a life-or·death 

cUffenmce. 


"We applaud Vice-President Gore and Secretary Shalala for the Administration IS, 

,leadership in addressing this critical public health issue. 'lbc AMA is encouraged by the -
Admlnistration'sconlmitment to LLC;,e its strong bully pulpit to highlight the importance of 
organ donation. - - 

, 	 
. 	 "". . 

·'Just last week. during our policy-making meeting. tho AMA reaffirmed ilScommitment 

to educati:! physicians and patientS on the importance ofbecoming organ donors. The 

AMA will work with specially and state: medical societies to encouraye physicians to 


_discuss prpn donation with their patient-It, and we ""'ill work with HHS to identity the 

- most effective wa.ys to increase organ donations in our nation. 

MWe look forward to '\t"Orking collaborativcJy witl1the Administration, hospitals. the 
transplant community. and p81ients to cmsure tha.t the Health Care Financing 
Administration's final regula1.ion on Mcdicnre Conditions ofParticipation for Hospitals is 
a balanced and effective VoIay to increase organ donations and save lives." 

# 

For morc lnfurmatioD, please eontact: 	 Brenda L. Craine 
2.021789-7447 
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October 29,1997 

VIA FAX TBANSMITIAL 

Mr. Chris Jenniligs 
Adviser to the .President on Healthcare .Policy / 

, The White House 

1600 Pennsylvania Avenue, N. W. 

Washington, D.C. 20500, 


Dear Chris: 

Some ofmy organ tr8nsplant colleagues reported what they felt was'an excellent meeting with you 
'and OMB, representatives last week. Because of your openness and fairness in our previous 
discussioDs~ I was not surprised to hear such positive remarks. 

One comment they made, tho~·was ofcon~ to me. They senSed some displeasure with UNOS. ' 
particularly regarding the issue of data release. 'This prompted me to write to you because ofmy 
longstanding involvement with UNOS,and my lengthy personal friendship with UNOS Executive 
Director, Walter Graham. (You may remember from our visit several months ago that Walter is an 
Arkansas native who attended the ~amecollege and law school as 1) 

As a member of the UNOS Board of Directors, I want to pledge my continuing commitment to 
improving the informationUNOS makes available to transplant patients. In three years chairing the 
UNOS Patient Affairs Comttrittee, I devoted countless hours ofvolunteer time to that issue. 

I am saddened by what I see as an undeserved negative image ofUNOS regarding data release. As 
any organization in the public eye, UNOS has made its share of mistakes. But, no organi7ation 
anywhere in the world publishes as much patie:rit-oric:nted information. The UNOS center-specific 
report of survival rates is a one-of-a-kind report that is of tremendous benefit to patients ...., it is 
literally the envy ofthe world. ' 

, I have watched UNOS' reputation take 'an unfair pasting since last year when HRSA gave a 
newspaper reporter a copy ofa computer report containing preliminary, unvalidated data. lINOS 
has provided that initial report to HRSA management for program review purposes. Because it was 

. preliminary, ,the report did not include proper analysis and explanation that would accompany public' . 
, dissemination of such complex information. As a result, it was grossly misleading to anyone who 

was not directly involved with its preparation. Further, it contained coDfidential infonilation that 



11/03/97 09:34 5'501 268 5306 A WATSON BEL~ DOMESTIC POLICY I4J 003444 

, Mr. Chris Jennings 

Page 2 

October 29~ 1997 


the OPlN data policies prevent from release. Nevertheless, HRSA gave it to areporter and did so, 
I am told, without following HHS'sFOIA regulations requiring notification prior to release. 

UNOS and its members were completely blind-sided by this unprecedented action.' As a result, 
UNOS was thrown into a classic "no-win" position. The Cleveland Plain Dealer '3 outrageous 
portrayal ofthe da~ complete with inflammatory and sensational headlines, n:tade false assertions 
based on a fabrication ofthe ~ attributed erroneously to UNOS in the story.' , 

, In my estimatio~ this shameful ,affair caused irreparable hairn to transplantation. The reputati9ns 

ofexcellent institutions and profesSionals were savaged needlessly, hurting the very people I have 

dedicated myself to helping - iransplant patients. i understand that in at least o1;le transplant ' 

program, this unseenily episode resulted in the loss of surgical capability, leaving patients atthat 

center in a quaildary., ' 


,I remember Walter's personal distress over the grossly unfair picture painted by the, scurrilous 

attacks. He and I have both advocated'greater emphases on patient inf~rmation. During my tenure 

as Chair ofPatient Affairs, a subcommittee 6fpatients from around the country developed excellent 

recommendations for greater information that met patient's most urgent needs. The l.JNOS Board 

approved those recommendations unanimously ~ and they are being iinplemented. 


Perhaps the most telling aspect ofthiS whole affair was the action taken by the UNOS Board. ~ 
Board. includjng the patient and donor representatives.; voted unanimously oniwo separate occasioDS 
to instruct the staffto not release the so-called "turndown data" because it was so misleading:. It is 
deeply ironic that the'driving force behind those votes was the strong desire and commitment by 
UNOS to,do what is in the best intetest,of~lant patients. Yet, that action is depicted by UNOS' 
detractors as quite the opposite. , ' , " :", ,," , 

I am extremely pr,oud that a third' of the UNOS Board comprises patients. donors. and fanuly 
inembers like Jean Ann or'me. oUr collective voice is a powerful force in UNOS -- more than any 
such body I' have ever encountered. On three different occasions in the, past two years, I was 
humbled and deeply moved by the rousing ovation given by the entjre UNOS Board to remarks I,' 
made advocating patient needS. . ' " . 

At its last meeting, the UNOS Board voted to get the organ accepta.llce data into good enough shape 
to be released. A sPecial scientific committee has been working at an accelerated pace to complete, 
an in-depth risk-adjusted analysis ofthe 1995 and 1996 data for public presentation atthe November 
Board meeting. At UNOS' invitatioIl; HRSA has been participating in,this analysis with HRSA staff 
participating iri four ofthe committee's six working conferences. 

Last week, UNOS was comp~etely surprised to be told that it would receive an official notiCe the 
next day stating that HRSA had decided to release, even mOfe ofthe old, confusing data. You can 
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imagine theshockand dismay when we leamed that unless ordered by a court within five days, as 

"their letter put it, to not release the data, HRSA would release the'data without further analysis or 
explanation. . . ' . 

After :fraD:tic negotiations over several days involving numerous volunteers as well as staff, HRSA 
agreed to a week's extension; This would permit UNOS to meet with senior HRSA management 

.to discuss the study - the same study in which HRSA staff have been participating for the past 
several months. 

It is encouraging that HRSA has agreed to meet and discuss this issUe.. H6~ever, I am at a loss to 
explain why the Governmentplaces UNO8'in such awkward and adverS3rial positions. I cannot help 
but think that UNOS' image has been unfairly affected by Such instances. I know I speak for Walter 

.and those in UNOS' volunteer leadersbip when I say that we truly desire a productive and mutually 
supportive relati.oDsbip~ Ifthere were a role I can plliY: in bringing thatal:lo~ I would be most happy 
to do so. . 

~you again for. all ~fY~ur support of organ trBnsplantation. Please feel free to call'meat any 
time ifI can be ofservice. 

vcry truly yours, 

AWB/jo 

cc: . Senator Mike Beebe' 

Ii1l 004 
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OCTOBER 21,1997 

MEMORANDUM 

TO: SALL Y KATZEN, CHRIS JENNIN :IS, AND BARBARA WOOLLEY 

FROM: MARILYN YAGER, DIRECTOR, l [EA LTH POLICY DEVELOPMENT 

RE: MEETING ON HHS LIVER ALLOI ~Al'ION REGS ON OCTOBER 23 

Thank you for your willingness to m :et ''lith a group of eight transplant directors 
representing a coalition of sixty regi )1];a. transplant centers at 1 :OOpm on 
Thursday, October 23. It is my und(~CS,;alding that we will be meeting in Room 
2110fOEOn.· . 

. 	 ! I . . 

I have attached the list of individual~ atl ebding, but wanted to provide you with 
an outline of issues we plan to addrels: . 

o 	 Our hope these the regulatiOI kVIi ill be proposed and therefore provide an 
opportunity for public c.omm !nt. 

o 	 A brief summary of steps ill, OS has taken to respond to problems raised 
during the HHS hearing last· 'eal, particularly in response to disparity in 
waiting times. 

o 	 Studies regarding National v :r!:us regional allocation. 

o 	 The importance ofregional c::nt(:rs in serving' large numbers of Medicaid 
and uninsured transplant pati ent~ who don't get accepted by centers outside 
of their state. 

o 	 The ability of regional center s 1:0 generate homegrown interest in organ 
donation. . 

If I have failed to touch on issues thiLt yc IU' wish us to come prepared to discuss, 
please do not hesitate to contact me: i ' 
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NOTE TO CHRIS JENNINGS . 

From: Lisa A. Gilmore ~J~t 

Subject: Draft National Organ and Tissue Donation Initiative 

Date: . June 12. 1997 

Here is the draft Initiative for our discussion tomorrow. It is an early draft subject to 
further Departmental review and significant revision: Also attached is a summaI}' of the 
draft Initiative. 

Thank you. 

Attachments (2) 
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DRAFT **. National Organ And Tissue Donation Initiative *** DRAFT . 

SummarY 


Although the potential for organ transplantation to help people live better and longer lives 
steadily improves, approximately ten people die each day while waiting for donated organs and 
about 53,000 people are now on the transplant waiting list. Although most Americans approve 
oforgan donation, too few now s~are the gift of life when the opportunity arises. 

HHS is proposing a five-year initiative to help ease the critical shortage of organs. HHS 
proposes to act as a catalyst to spur organizations and individuals across the nation to get 
involved in activities to increase organ and tissue donation. The broad participation ofHHSand 
its public and private sector partners will.enable us to reach tens of thousands more Americans 
with organ donation messages, inc~uding ethnic and racial minorities and tribal populations. 
These public education efforts, together with proposed regulatory and legislative changes to 
strengthen the relationshIps between hospitals and organ procurement organizations. will 
contribute to a more supportive environment for organ and tissue donation. 

Proposed activities include: 

o 	 Building·strong partnerships with community, religious, educational, minority,·and 
professional organizations. Collaboration with national or umbrella groups is essential for 
:reaching target audiences with organ donation messages and for enhancing the credibility of 
those messages. . 

o 	 Mobilizing federal agencies to encourage organ donation from the American public and 

from federal employees. 


o 	 Fostering intra·Departmental collaboration among artd within HHS agencies, offices, 

centers, institutes, arid regions to reach key audiences with organ donation messages. 


o 	 Stimulating regional and local activities to increase organ donation in collaboration with 

. organ procurement organizations COPOs) and community and professional 'organizations. 


o 	 Investing in research and evaluation to determine best practices in increasing organ 
donation, to expand the donor pool, to improve transplant outcomes and reduce the need for. 
re-transplantation, and to find alternatives to transplantation. 

o 	 Strengthening relationships between hospitals and OPOs to increase identification and 

reporting ofpotential donors by hospitals to OPOs as specified by the designated OPO.. 


The Initiative iden.tifies opportunities for senior Administration officials to be visible 
spokespersons on organ donation, including speeches, site visits, radio and television interviews, 
op-eds or letters to the editor, public service announcements, and communications with federal 
employees. Senior officials can also make significant contributions by 'supporting a legislative or 
regulatory agenda, meeting with health care organizations and professional associations to 

. encourage action, and encouraging the private sector and all levels ofgovemment to engage in 

. activities to increase organ and tissue donation. 
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DRAFT 

National Organ and Tissue Donation Initiative 

INITIATIVE/OBJECTIVE: 

Organ donation is an important health issue for all Americans. Although the potential for organ 
transplantation to help people live better and longer lives steadily improves. approximately Iiiae~ 
people die each day while waiting for donated organs and .a:ijlEe lean 5;000 people are DOW on 
the transplant waiting list.. . . ~,b~,. 

The good news is that this is a public health crisis that we can do something about. Many. 
diseases have no cure, but for the tens of thousands ofAmericans waiting for organs and tissue, 
there is a cure - transplantation. Unfortunately, too few Americans real.it.e that transplantation' 
works. And too few share the gift ofUfe when the opportunity arises. Ofthe families who are 
asked to donate a decreased relative's organs, only about half give their consent. 

While increasing organ donation is the only real solution to the current organ shortage crisis, 
procuring all potentially available organs would still leave a considerable gap. Only a fraction of 
individuals who die in the United States are potential' organ donors. To narrow the gap between 
organ demand and supply, efforts to prevent contributing diseases and conditions must continue, 
thereby reducing the demand for transplantation. Many, though not all, conditions that lead to 
transplantation are preventable. Finally, ongoing research is needed to expand the donor pool, to 
improve transplant outcom~ and to find alternatives to transplantation. 
. . 

Building on our previous work in these areas, this three-year national initiative is designed to: 

I. Increase organ. and tissue donation. 
D. Decrease the percent of the population need.iUg transplantation.' [TENTATIVE] . 
nI. Increase transplantation options. . 

Detailed objectives to achieve these goals ale provided in Appendix I: Goals and Objectives. 

This initiative lays the foundation for a focused, long-term commitment to. addressing the critical 
need for increased organ and tissue donation in the United. States. Government cannot 
accomplish this task alone. Success will require collaboration among all sectors·of society, both 
pubUc and private, including federal. state, and local governmental organizations; social, 
educational, and religious institutions; professional and lay fraternities and clubs; medical 
professionals and organizations; media and entertaimnent industries; businesses; and community 
groups. HHSbas begun collaborating with leadership groups in these areas and will explore 
partnerships with other federal agencies. 
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DRAFT 

INTERAGENCY COOPERATION 

Lead Agency: Due to the variety ofresponsibilities required' for this initiative. separate lead 
agencies are identified. for each of the goals. A steering committee composed ofrepresentatives 
from fffiS and other public and private organizations will oversee the progress on the National 
Initiative. An HHS interagency work group will continue to identify opportunities for 
,collaboration. In additio~ task forces will guide components of the Initiative, including minority 
organ donation and involvement ofreligious institutions. ' 

Goal I: The lead agency is the Health Resources and Service~ Administration (HRSA). As the 
ffi:IS agency responsible for managing the provisions ofthe 1984 National Organ Transplant 
Act, HRSA oversees the national organ transplant system and develops'initiatives to increase,the 
supply ofdonated organs. The President's fiscal year 1998 budget includes 51.6 million for 
initiatives to increase organ donation, a substantial increase overHRSA's present budget. ., 
RCFA, through its financing, oversight, and statutory authorities, is a critical partner in this 
initiative. HCF A has the potential to increase organ donation by modifying conditions for 
hospital participation in the Medicare program'and standards for certification oforgan 
procurement organizations (OPOs)., ' . 

c CJ C \ S CCN'd.vc ~S c~. 
Goal U: [TENTATIVE .. STILL BEING EXPLORED] \ l-\-vCl. ~ rt."...A.e..-J \ ~~ 

, ,'0.._ \ S' c; ~ 5 c,.,...o."1, S, "" 

Goal m: . tv \. H I~ leo&> ac;,(?..c'1 

Participating Agencies: To ensure that all avenues within the Department·s reach were 
included. in this Initiative, most of HHS' agencies, offices, and regions are idenUtied as active " 
participants. These agencies will playa significant role in developing communications strategies 
and in expanding information dissemination channels by incorporating organ donation messages 
into their programs, networks, grant announcements, speeches, and communications to HHS 
employees. These agencies also will be instrumental mdeveloping partnerships with public and 
private organizations in support of the Initiative. 

In. addition, the National Institute of Allergy and IDfectious Disease (NIAID) and the Natioual 
Institute ofDiabetes and Digestive and Kidney Disorders (NIDDK) at the National Institutes of 
Health will continue to conduct and sponsor research on issues related to organ donation and 
transplantation. NIAID supports basic, pre-clinical, imd clinical research on immune system 
functioning, graft 8cceptance and rejection, avoiding th~ need for re-transplantation, organ 
matching in diverse populations. and improving the quality of life for transplant recipients. The 
NTDDK conducts and supports research on kidney, urologic, hematologic, digestive, metabolic 
and endocrine diseases, as well as on diabetes and nutrition. Research conducted by NIAlD and 

, NIDDK is used to improve clinical practice as well as health promotion and disease prevention 
efforts. Also, FDA will continue to oversee humai:t tissue products, evaluate new drugs to 
inhibit graft rejection with fewer side effects, and conduct gene therapy resea.rch to treat diseases 
that can,lead to organ failure; AHCPR will support research on organ donation and 8l1ocation., 
including factors related to consent; and OCR will provide policy guidance as needed to ensure 
that donor and allocation procedures comply with the anti-discfunination provisions ofTitle VI ' 

http:CCN'd.vc
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, 	 ' 

ofthe Civil Rights Act of 1964. Finally, the regional offices will help coordinate the Initiative in 
various states, including convening key organizations, ensuring the participation of minority 
communities, and communicating with HHS employees. ' 

participating agencies include the Administration for Children and Families (ACF1, the 
Administration on Aging (AoA). the Agency for Health Care Policy and Research (AHCPR), the 

, Centers for Disease Control and Prevention (Division' ofDiabetes Translation)~ the Food and 
Drug Administration (FDA),th~ Indian Health Service (IHS), the National Institutes ofHealth 
(the N~tioilal Institute ofAllergy and Infectious Disease and the National Institute ofDiabetes 
and Digestive and Kidney Disorders) and the Substance Abuse and Mental Health Services 

. Administration (SAMHSA). Within the Office of the Secretary, participating offices 
include the Office ofIntergovemmental Affairs (IGA); the Office oftbe Assistant Secretary for 
Public Affairs (ASPA); the Office of the Assistant Secretary for Planning and Evaluation 
(ASPE); the Office for Civil Rights; and the Office ofPublic Health and Science (OPHS), 
including the Office of the Surgeon General (SG), the Office on Women's H~th (OWH), and 

, , the Oftice on Minority Health (OMB). The regioual offices are also participating in the 
Initiative~ with representation from Regions IV (Atlanta), V (Cbicago), VI (Dallas), VII (Kansas 
City), and X (Seattle). 'These regions are in regular communication with the other five regions on 
the progress of the Initiative. The Office of the Assistant Secretary for Management and Budget 
provided technical assistance on the development ofthe Initiative's goals and objectives and the 
Office'ofInspector General provided information. 

Cooperation: An interagency work group (Organ Donation Work Group) including 
representatives from each agency listed above will meet every four to six weeks in perSon and 
via conference call. Over time, meetings may be adjusted to quarterly. Agency representatives 
will identify additional opportunities for interagency cooperation and coordination to implement 

,	the &Qtion framework and provide suggestions on the role of the Secretary in these efforts. , As 
n~ task forces will implement specific components ofthe Initiative. The regioual health 
admjnistrators will coordinate the efforts ofthe various HHS agencies in the field. (Members of 
the Organ Donation Work,Group and the Task Foree on Minority 'Organ Donation are J,lsted in 
Appendix U). ~,'D ~a£J e I \ S t" of-" CA.J ~Sr ~~~ ~, t-4-'a1' 

ACI'ION FRAMEWORK 

This Initiative focuses on cross-cutting interagency action steps as part ofa multi-pronged ' 
strategy to increase organ and tissue donation. (A detailed summary ofaction steps is provided in 
Appendix ill: Implementation Plan and performance measures for tracking progress on the, 
Initiative are in Appendix IV). This approach is based on the findings of the following: (1) 
Report to the SeeretaIy from the Assistant Secretary for Health on the December 10-12. 1996 
hearings on the Notice ofProposed Rule~g for OPlN policy, (2) testimony from the 
December 10-12, 1996 hearings, (2) proceedings and background papers from the 1991 Surgeon 

, General's Workshop on Increasing Organ Donation, (3lthe 1996 UNOS Annual Report (4) 
Organ TrfJ1Jlplantation: Issu.es and Recommendations, Report ofthe Task Force 'on Organ 

, Tran8pirmtatton, April 1986, and (5) personal communications with the leadership ofkey 
organizatious, including UNOS {Council on Organ Availability and Minority Affairs, ' 
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Committee), the Coalition on Donation, the American Society ofMinority Health and Transplant 
Professionals. and the Minority Organ Tissue Transplant Education Program (MOITEP). 

The broad participation oflffiS agencies in this Initiative will enable HHS to reach tens of 
thousands more Americans with organ donation messages, including seniors and minority and 
tribal populations. These efforts will contribute to the creation of an enviromnent supportive of 
organ donation. For example. the Initiative proposes to conduct an education campaign in 3,000 
federally-supported community and migrant health center sites, including dissemination of 
materials and training ofhealth center perSonnel by local OPOs. Community health centers 
served Dine million patients in FY 1996, two-thirds of whom were members ofminority 
communities. Additional outreach will be conducted through ACF's programs, AoA's aging 
network, CDC's state Di~tes Control Programs, the FDA Medical Bulletin (distributed to 
750,000 health professionals), HRSA's National Health Service Corps, tribal organizations and 
IHS' councils, PHS'()WH and OMH clearinghouses, minority-serving higher educational 
institUtions (Historically Black Colleges and Universities, Hispanic-Serving Institutions, and 
Tribal Colleges and Universiti~s). and other agency venues. 

Because most activities to increase organ donation occur at the community or regional level 
through OPOs, local coalitions, and other groups, the HHS regions vvill play an essential role in ' 
stimulating community and professional education activities and in involving minority 
commUDities. Regional activities will include: forums for collaboration among HHS agency 
field offices, HHS programs, and local and regional groups (OPOs; hospitals; HMOs; local 
coalitions on donation; blood, eye; and tissue banks, local chapters ofnational health 
organ j7atioDS such as the American Heart Association and the National Kidney Foundation; state 
health departments; state minority health offices; medical and public health schools; medical and 
legal societies; Department ofMotor Vehicles; fraternities and sororities; churches; etc.);.federal 
employee education; public speaking; and media outn:ach. ' 

The success ofthis Initiative depends on our ability to develop strong partnerships with 
community, religio~, ed~tional, minority, and professional organizations. Collaboration with 
national or umbrella &roups is essential for reaching target audiences with organ donation 
messages and for enhancing the credibility of those messages.,' Commitments to date include: 
major religious and minority organizations (the Congress- ofNational Black Churches, the Union 
ofAmerican Hebrew COn&regatiocs), managed care organizations (Blue CrossIBlue Shield, 
Kaiser), donor family groups (l'h:e National Kidney Foundation's National Donor Family 
CoWlCil), the National Highway Traffic Safety Administration, and the American College Health 
Association. whose membership consists of900 collegeS and universities. Additional : 
orgaoiPrions in the donation and transplant field have expressed a willingness to work with 
HHS to refine and implement the Initiative. . 

Finally, improving organ donation and transplantation over the longer term will depend on our ' 
continued inves1ment in research and evaluation. These research results will be used to replicate 
best practices in increasing organ donation, to expand the donor pool, to improve transplant 
outcomes, and to provide alt.erIlatives to transplantation. 
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Relulatory Activities: Hospitals are not consistently carrying out their donation functions. 

Many hospitals have donor potential but fail to produce donors. One study, for example, found 

that of approximately 850 hospitals - 500 with more'than 150 beds - with donor capability. none 

produced an organ donor from 1991 to 1993. Federal and state laws requiring hospitals to have· 

policies in place for offering families the option ofdonation have been little enforced and largely 

ineffective. Therefore, the Work Group recommends that the Secretary support a notice of 

proposed rulemaking to modify conditions for hospital Part~n in ~. ~~9icare program 

that would require Medicare-participating hospitals to refer· . t~~gytated organ 


, procurement organizations, subj~ct ~o the det~tiO~ legal authority to .do so. ~e rule 
would allow each OPO to estabhsh Its ovvn cntena for referrals from hospItals. It IS 

anticipated that this rule will have a substantial impact on the number oforgan and tissue donors. 

A Final Rule for FDA regulation of"banked human tissues" intended for administration to other 

humans and not currently regulated as a human drug, biological product, or medical device has 

been cleared by FDA and the Department and is currently at O:MB awaiting sign off. FDA 

currently regulates some human tissue as medical devices (e.g., heart valve allografts). 


Legislative Activities: Many transplant centers receive accreditation from the Joint Commission 

on the Accreditation ofHealth Organizations (JCAHO). To ensure that these hospitals meet the 

same requirements as those hospitals certified by HCFA, the Work Group recommends that the . 

Secretary endorse legislation to require hospitals accredited by JCAHO to meet Medicare eve o..-:k.& 

standards. This language is included in th;.P\,reside?t's FY ~998 budget re~uest ~ g" 

~1?9* Ts 3HO qj J i'fits, "'-0 ~ c, "" \""" C ~~ ros 1 " e.

€ \ ~ ""3 <.. A+I'O CN'" l.---o') p , ~l S " 
To recognize the contributions of living donors and donor families and to help all Americans 

realize the importance oforgan and tissue donation, the Work Group recommends that the 

Secretary encourage the Congressional Task Force on Organ Donation to persu8de the U.S. 

Postmaster General to support adoption ofa postage stamp or stamp booklet cover to honor 

organ donors. The Congressional Task Force successfully championed the "Organ Donation 


. Insert Card Act" passed by the 104111 Congress as part of the Health Insurance Portability and 
Accountability Act of 1996. This Act will enable about 70 million Americans to receive organ . 
donation cards with their tax refunds this year. ... . 0~ , ls 

. . ..... or:J)Q.r\~~G.~Q. 
Public Affairs Activities: Public affairs activities will include opportunities for the Secre~ to~' . 
be a visible spokesperson on organ donation, including speeches, site visits, radio and televisibn 
interviews, op-eds or letters to the editor, public service announcements, and communications 
with HHS employees. Regional health administrators and regional directors will also engage in 
local and regional public affairs activities. Finally, senior HHS officials who are members of 
minority communities will be recruited to serve as credible spokespersons on minority organ 
donation. 



It] 009
06/12/97 THU 16:04 FAX 202 401 5783 

DRAFT 6 

,Budgetary Resources: Successful implementation of this Initiative will require a sustained 
increase in the budget for organ donation activities, including the $1.6 million proposed in 
President Clinton's FY 1998 budget. In addition to the basic, pre-clinical, and cliincal research 
on organ donation and transplantation currently supported through NIH, FDA, and AHCP~ 
resources will be needed'to fund demonstration projects to identify best practices for increasing 
organ donation (e.g., donor registries, behavioral change models, educational approaches for 
minority communities, support for living donation, etc.) and,to evaluate the impact ofpolicy 
changes (e.g., the effect on organ donation ofOPlN policy changes, changes in Medicare 
conditions ofparticipation and JCAHOaccreditation standards~etc:) 

Agencies will need to identify resources necessary to e.nhance continuing efforts, as well as to 
carry out proposed new activities. This commitment may require the use of available FY 1997 
fund.i.ng, wi F U j' : 1LEI 5 • t. Other increases anticipated 
by HHS agencies will be proposed in FY 1999 budgets (note: agency FY 1999 budget 

, submissions are due to ASMB QY' June 13, 1997). 

IMPLEMENTATION PLAN/ACCOUNTABILITY 

A detailed summary ofaction steps with agencies identified for OS accountability is provided in 
Appendix m: Implementation Plan. Performance measures for tracking progress on the 
Initiative are in Appendix IV. . 

SECRETARY'S ROLE 

The Secretary can be a strong spokesperson for organ donation through speeches and media 
interviews, supporting a legislative or regulatOry agenda, meeting With health care organizations 
and professional associations to encourage action, and promoting the adoption ofmodel . . 
programs by the private sector and all levels ofgovernment: The Secretary caD. also endorse the . 
steering conuirlttee for the InitiAtive. 

Specific Events:' 

o 	 Use the National Organ and Tissue Donor Awareness Week (April) to recognize donors and 
donor families; reinforce the message about the importance of organ donation, and educate 
HHS employees about organ donation through the HHS Scoop, employee eamings and leave 
statements. and other means. Use this opportunity to involve the White House and major 
public and private sector orga.ni.zations in national education initiatives. 

o 	 Meet with managed care organizations (MCOs) to encourage industry-wide campaigns 

promoting organ and tissue donation by their beneficiari,es and douation interventions by 

their facilities and health professionals. Build on the comniitment of Blue CrossIBlue Shield 

and Kaiser to demODStnltepotential strategies.· Speak at HRSA's proposed meeting with 

MeOs about the important role they can play in increasing donation: 


http:fund.i.ng
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o 	 Hold an Organ, Donation Summit for health professionals. hospital administrators, medical 

school deans, business leaders, and state health care policymakers to encowage organ 

donation programs and activities to meet the critical need for organ donation. 


o 	 Participate in the 4th Annual Southwest Transplant Foundation Golf Toumament in Dallas, 
Texas in September, 1997. The Foundation provides funds for transplant patients who are 
financially burdened with costs associated with waiting for and receiving an organ donation. 
Future funds raised also will be used to 'promote organ donation, including an ed~ation 
program in schools. ' 

o 	 Engage in organ donation activities as part ofongoing awareness-raising events, e.g., 
National Liver Awareness Month (October), National Diabetes Month (November). National 
Kidney Month (March), Hispanic Heritage Month (mid-September through mid·October, 
Black History Month (February), Asian Pacific American Heritage Month (May), [Native 
American Heritage Month? Week? date?]. ' 

Media and Entertainment Industry Outreach: 

o 	 When traveling, participate in media briefings and editorial boards to communicate the 
critical need for organ donation. 

o 	 Visit transplant centers while on travel to highlight the critical need for donated organs and' 
the scientific achievements of transplantation. . 

o 	 Participate in radio and television public service announcements and web site messages to 
communicate organ donation message. , 

o 	 Highlight the need for organ donation when meeting with entertainment industry leaders. 

Speakiag Opportunities: 

o 	 Association ofOrgan Procurement Organizatio~)AOPO) Annual Meeting (June 18-20. 
1997. Chicago, IL)'1b.e AOPO meeting is attende(l by approximately 300 transplant 
professionals working primarily in organ procurement organizationS. Illinois has been, a 
leader in implementing initiatives to increase donation. Following implementation by 
Dlinois7 Secretary ofState of a Department ofMotor Vehicles-linked donor registry and 
additional public education efforts. the donation rate at the Regional Organ Bank ofIllinois 
increased 9 ~nt between 1995 and 1~96. 

o 	 American Medical Association {AMAl Annual Meeting. (June 22-26, 1997, Chicago, IL). 
To be attended by approximately 4,000 physicians. 
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o 	 Fourthlntemational Society for Organ Sharing Congress (July 10-12, 1997, Washington 
Hilton Hotel). An international meeting that focuses almost entirely on organ donation. 

.. Attendance is expected to be approximately 500. 

o 	 National Association of Counties (NACo) Annual Meeting, (July 11-15, 1997, Baltimore, 
MD). 

o 	 American Public Welfare Association (APWA). (July 20-23, 1997, Washington, -D.C.) 

o 	 12* Intemational Interdisciplinaa Conference on Blacks and Hypertension (July 20-24, 
1991, London, England). Society headquarters is located in Atlanta, Georgia 

o 	 National Governors' Association (July 27-30,1997, Las Vegas, NV). 

o 	 North American Transplant Coordinators Orpnization (NATCO) Amlual Meeting. (July 29 
August 3, 1991, Minneapolis. MN). The NATCO meeting is attended by approximately 800 
procun;ment and clinical transplant coordinators from the United States and Canada. 

o 	 National Medixal Association Annual Meeting. (August 2-71 1997) Honolulu, HI). 
Association ofminority, priinarily African American physicians. To be attended by . 


. approximately 2,500 physicians. 


o 	 The National Black Nurse Conference (August 16-19, 1997, New York) 

o 	 American Association of Motor Yehicle Administrators CAAMVA) Annuallntemational 
Meeting, (September 7-10, 1997, Little Rock, AK). This meeting ofmotar vehicle agencies 
in the United States and Canada is auendCd by approximately 1,500 individuals. 

o 	 The American Society of Minority Health and Transplant Professionals Annual Meeting 
(September 10-12. 1997, Atlanta., GA, J.W. Mamott). Possible presenters include Les 
Brown;Dexter King, and Dr. Kenneth Moritsugu, Medical Director, Fe4eral Bureau of 
Prisons (his wife and daughter were both organ donors). 

o 	 The Association of State and Territorial Health Officials Annual Meeting. (September 24-26. 
1997, Sunburst Resort, Scottsdale, AZ).. 

o 	 American Public Health Association: The 125'" Anniversary Meeting, (November 9-13. 
1991, Indianapolis, IN). 

o 	 National League ofCities (NLC) •.(December 3-6,1991, Philadelphia, PA). 

'. 
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o 	 The 12· National Conference on Chronic Disease Prevention and Health. Promotion, 
"OpportuDities for the 21'1 Century," (December 3-7,.1997, Washington Hilton and Towers). 
Sponsored by the CDC and the Association of State and Territorial Chronic Disease Program 
Directors. Topics include cancer, diabetes, heart disease, nutrition, oral health, physical 
activity, and tobacco. Emphasis on iriteraetion among federal, state, and local health 
departments, voluntary health agencies, professional organizations, and other groups .. 

o 	 National Council on the Aging,Annual Meetin,g (March 29 - April 2, 1998, Washington, 
D.C.) Approximately 2,000 people cOncerned with gerontology are expected to attend. 
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, 	 ' 

INTRODUCTION: nus initiative lays the foundation for a focused, long-tenn commitment to 
addressing the critical need for increased organ and tissue donation in the United States. 
Government cannot accomplish this task alone. Suc:cess will require collaboration among all 
sectors ofsociety, both public and private, including federal. state, and local govenunental 
organizations; social, educational, and religious institutions; professional' and lay fraternities and 
clubs; medical professionals and organizations; media and entertainment industries; businesses; 
and community groups. llliS will seek collaboration with leadership groups in these areas. 

GOALl. INCREASE ORGAN AND TISSUE DONATION. 

A. 	Increase the donor pooL 

1. 	 Create an environment sypportive ofdonation. 

a. 	 Increase exposure to donation messages and opportunities to express donation 
commitments. 

i. 	 Increase exposure in national and local media. 

ii. 	Increase community interventions (at schools, churches, etc.) 

iii. Increase promotion oforgan donation through health promotion and 
disease prevention efforts. ' 

iVa 	 Disseininate and replicate best practices identified through research and 
evaluation. 

b. 	 Evaluate the impact ofincreased support for living organ donation (e.g., 
provisi~D.S to cover child caret travel. and other expenses for living donors). 

2. 	 Increase miPority cadaveric ;rod living organ donation. 

3. 	 Increase donation from non-traditional donors (older donors, living donors. etc.) 

B. 	 Increase donation through improved donor identificatio~ referral, and request. 

1. 	 Reduce the number of lower-pedonning OPO,. 

a. 	 Identify and resolve barriers to OPO performanCe. 

1. 	 Identify and replicate best practices of higher-performing OPOs, 

11. 	 Maximize the number and type of organs procured per donor. 

iii. Establish partnerships with representative organizations (AOPO. ACORD. 
etc.) to enhance overall OPO capacity and effectiveness. 

I 
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2. Increase the number ofhospitals that identify at least 90 percent oftheir. potential 
donors. . '" ':>'i 

rt 

• • 

8. Institute mandatory referral of in-hospital deaths. 

i. ,Ensure that mandatory referrals of in-hospital deaths are a condition of 
participation for Medicare.partic~pating hospitals. 

11. Endorse legislation to require JCAHO to meet Medicare standards, 
including Medicare conditions ofparticipation. 

b. Decrease the number ofthe largest hospitals with no donors by 30 percent by 
the year 2000. 

i. Ensme that I1on-donor hospitals have access to appropriate equipment and 
sta.ffi.ng (e.g., life support equipment, neurologist). 

c. Establish partnerships with relevant orga.nizations to encourqe hospital 
refem1s (e.g., American HospitalAssociation, Association ofAmerican 
Medical Colleges, National Association ofPublic Hospitals, National 
Association ofChildren's Hospitals, JCAHO). 

d. Require OPOs to evaluate hospital donor referral performance through death 
record reviews and other means. . ! 

3. Augmenthospital capacity to successfully increase organ donation. 

" a. Increase the number ofhea1th professions schools incorporating curricula on 
organ donation and transplantation. 

b. Increase' adoption ofbest practices through. education, training, and technical 
assistance for relevant hospital personnel (boards of directors, administrators, 
staff, and medical personnel) on all aspects oforgan donation process, 
including ,medical and ethical guidelines. ' 

i. Identify through research and evaluation models that work and 
characteristics of effectiv~ interventions (e.g., impact ofhospital chaplains, 

, same·race requesters, ~e-coupling) familiarity with grieving process, etc.) 

c. Ensure that hospitals identify an individual or a team to be accountable for 
hospital organ donation efforts. 

4. Improve detennination ofdeath, including brain death. 

8. Disseminate guidelines about detennin.i.tlg death, including brain death. 

b. Provide professional education and training on guidelines to appropriate 
medical personnel. 
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S. 	 Inorease timely communication ofdonor prefe.rence at time of death. 

a. 	 Evaluate donor registries as a method for increasing organ donation .. 

b. 	 Improve communication ofdonor preference (from driver's license, donor 
registry, insurance ID card, medical file, etc.) to appropriate hospita1/0PO 
persoIUlel. 

GOAL ll. 	 DECREASE THE PERCENT OF POPULATION NEEDING 
TRANSPLANTS. [Tentative -is still being explored] 

A. 	Increase efforts to prevent contributiDg diseases and conditions. 

GOAL m. 	 INCREASE TRANSPLANTATION OPTIONS [To be nmsed and developed 
by the appropriate agencies] 

A. 	Develop alternatives to living and cadaveric donors. 

B. 	 Increase organ usage (e.g., older donors. split organs, extended ischemic time). 

C. 	 Reduce the proportion oftransplant recipients who require re-transplantation. 

D. Identify factors that lead to more successful tranSplantation for diverse populations (e.g., 
antigen-matching and graft failure for African American. kidney recipients). 

E. 	 Apply tesearch results to practice (e.g., SIDS '"Back to Sleep" Campaign). 

PROCESS OBJECTIVES 

A. 	Conduct consultation process (public hearings, one-on-one meetings, etc.) Vlith external 
organizations and individuals to solioit input into. and support of, the National Initiative. 

B. 	 Create a steering couunittee to oversee the progress on the National Initiative. 

C. 	 Create task forces to guide components of the National Initiative, including minority organ 
donation and,involvement of religious institutions. , 

D. 	 Hold regular status updates with SecretaIy and Deputy Secretary. 



06/12/97 THU 16:07 F.~~ 202 401 5783 DEPtnY SECY ~016 

'DRAFT 

APPENDIX III IMPLEMENTATION 

Dates indicated below are anticipated start dates, with the exception of those in parentheses, 
which are expected completion dates. "Ongoing" indicates continuous efforts over time. Some 
activities are repeated annually. In these cases, the pertinent months and years are indicated.. 

GOAL I: INCREASE ORGAN AND TISSUE DONATION 

A. Increase the donor pool. . 

1. Create an en¥iromnent supportive ofdonation 

Fall 1997 

Ongoing 

Ongoing 

Ongoing 

November - April 
1998-2000 

W'mterlSpring 
1998 ·2000 

June 1997 

(September 1997) 

Convene workshop or hearings on strategies to improve 

organ donation, as recommended in the Lee Report. 

(HRSA). 


Continue support for the Coalition on Donation's "Share 
your life. SlW'e your decision." national media campaign. 
(HRSA) 

. Conduct' annual National Donor Recognition Ceremony 
(NDRC) ,to honor the Nation's donors and expand 
recognition ofdonors and donor families through churches, 
civic associations, etc. using NDRC model and Surgeon 
General certificates ofappreciation. (HRSA; SO, 
RHAslRDs) 

Recognize successful organ donation Cducation programs 
through HRSA's Models That Work Campaign. (HRSA) 

Expand National Organ and Tissue Donor. . 

Awareness Week (3ni full week of April) activities by 

coordinating with regional organ procurement 

organi2ations and other partners. (HRSA. RHAslRDs) . 


Conduct annual "Education Forum" to , 

disseminate information about effective pro-donatioD 

initiatives to transplant professionals. (HRSA) 


Stimulate nationwide replication of 
HRSA's college campus donation education campaign and . 
associated web site in·partnership with the American 

. College Health Association 'With assistance from the 
University ofRhode Island which served as the 
demonstration site. (HRSA) 

In conjunction with TransWeb University, develop 

interactive activities to teach children, teens, adults, 

medical and transplant-related professionals and ~thers 

about organ and tissue donation and transplantation. . 

(HRSA;) 
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June 1997 

Ongoing 

Ongoing 

Ongoing 

June 1998. 

(add date) 

Fall 1997 

Suminer 1997 
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Develop a web site, in partnership with the National 
Kidney Foundationls National Donor Family Council to 
provide donation information and bereavement support by 
and for donor families. (HRSA) . 

Develop nationwide education efforts with national 
religious leadership organizations and increase their 
involvement and their members' involvement in the 
National Donor Sabbath (NDS) observed annually in . 
November. Develop and provide materials to OPOs to 
assist them in promoting NOS in the religious institutions 
in their areas. ·(HRSA) . 

Expand reach oforgan and tissue donation messages . 
through HHS aaency spokespersons~ networks, programs, 
grant announcements, and mailings. (HHS.wide) 

Increase public and professional education activities in each 
HHS region. (RHAsIRDs. Fm.SA [HQ and field offices], 
lOA, HCFA,ACF, AoA, FDA, CDC) 

Promote organ and tissue donation 
'awareness through diabetes Control efforts in each state in . 
collaboration with Diabetes Control Progmms in state 
health departments, the American Diabetes Association, the 
Iuvenile Diabetes Foundation, and the American 
Association ofDiabetic Educators. (eDC [HQ and field 
Qffices], RHAslRDs) 

. Develop educational campaigns to increase organ donation 
among women, especially minority women and mothers. 
(pHS-OWH, HRSA, HHS women's health coordinators) 

Sponsor local or regional Healthy Women 2000 conference 
on organ failure as a consequence ofcUsease for women and 
the need for increased organ donation. (pHS-OWH, lnIS 
womenis health coordinators) . . . 

. Include organ donor and transplant information in HHS 
clearinghouses and web sites, including the upcoming 
National Women's Health Infonnation Center Directory, 
and toll·free number and the Office ofMiDority Health 
Clearinghouse. (PHS-OWH, OMH) 

., 
Secure commitments from national professional 
associations (e.g., medical associations and the American 
Bar Association) to engage their members in pro40nati.on 
activi~es. (HRSA) 

http:pro40nati.on
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Summer 1997 	 Encourage the Congressional Task Force on Organ 
Donation to support adoption of a postage stamp' and stamp 
booklet cover to encourage organ and tissue donation. (OS) 

Ongoing 	 Educate HHS employees throughout the country about the 
need for organ and tissue donation. (HRSA, RHAslRDs) 

Summer 1997· 	 Include organ donation information in Combined Federal 
Campaign literature. (HRSA) 

SummerlFall 1997 	 Implement demonstration project with Blue CrossIBlue 
Shield and Kaiser managed care organizations to promote 
organ and tissue donation among their staff and 
beneficiaries, followed by a national initiative to conduct 
similar-programs with other MCOs. (HRSA, SAMHSA?) 

Ongoing -¥--+-c.+-.~ C' Study th,e impact ofOP1N policy changes on donation \ 
, rates. (HRS ~ Ilf'l 4, 4 Gi::e~ 	 ) 

. C Support research to apply behavioral change theories and) 
. -¥-t-(J~....r-e models to donation behavior.~I. Ai Ii :elU 

Fall/Winter 
1997/1998 

Analyze and report results of National 

Mortality FollowBack Data that surveyed donor and non

donor families l about their actual hospital donation-related 

experiences and other donation-relevant issues. (HRSA, 

CDCINCHS) 


2. Increase minority cadaveric and living organ donation. 

Ongoing 

Winter 1997 

Spring 1998 

Facilitate collaboration among locaVregional OPOs, 
hospitals, minority health and community organizations, 
state minority health officers, NIDDK's IS-city Minority 
Organ and Tissue Transplantation Education Project 
(MOITEP), etc. (HRSA, HCFA,. OMH, RHAslRDs, 
NIDDK) 

Tailor existing organ donation materials specifically to 
minority groups. (HRSA,OMH,:IHS) 

Conduct an education campaign in 3,~OO community and 
migrant health center sites and develop a partnership with 
the National Association of Community Health Centers. 
(HRSA) 

lTo be determined 
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Fall 1997 	 Promote organ and tissue donation among American 
Indians and Alaska Natives by engaging IHS local health 
boards. clinics, and hospitals in education and outreach 
efforts; by modifying existing materials;' and by 
encouraging Indian donors and donor families to become 
spokespersons in their commWlities. (lHS, HRSA, CDC, 
NlDDK, NIAID, OMH) 

Winter 1997 	 Promote dialogue among and education of minority 
physicians in organ donation and transplantation. in 
collaboration with the American Society ofMinority Health 
and Transplant Professionals, minority-serving medical 
schools, and the National MediC8.l Association, etc. (HRSA, 
RHAslRDs; NIH, OMH) 

Ongoing 	 Conduct media outreach to minority-serving outlets using 
credible spokespersons. (HRSA, OMH) 

Fal198 ~ -.l-.+---..rt' (Evaluate extent of OPO efforts to facilitate minority organ ) 
~\- "donation, including outreach. (eIG'AIf( E R IISPA) 

Winter 1998 	 Adapt and replicate college campus demonstration project 
at Historically Black Colleges and Universities. Hispanic
Serving Institutions, and Tribal Colleges and Universities. 
(HRSA.OMH) 

TBD 	 Include organ donation in development of an HHS . 
AsianlPacific Islander Health Initiative. (OMH. HRSA) 

(add date) 	 Conduct pilot project at the University of Washington to 
explore approaches to educate the Alaska Native American 
Population about organ and tissue' donation. (NIAIO) 

3. InCrease donations from non-traditional donors Colder donors, living donors. etc.) 

Fall 1997 	 Educate seniors and state and local professionals in the 
aging network through community seminars. newsletters. 
etc. (AoA. HRSA) . 

Spring 1998 Implement a demonstration project to evaluate the impac) 
of increased support for living organ donation (e.g., 
provisions to cover child care, travel, and other expenses 
for living donors). ~c:ga:n-l B'd iii fiAig"S; .!~ 
g;~ 	 .. . 

Conduct assessment of new laparoscopic removal Of~ . 
kidneys as an alternative procedure to reduce recovery time 
for living donors (e.g., from 3 months to 3 weeks). 

.( N&I. WI Mtij 	 . . 

TBD 
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B. I~crease donation through improved donor identification, referral, and request. 

1. Reduce the number of lower-perfonning OPOs. 

Fall Review literature related to high and low perfonning OPOs 

::(1m s q::!'" 


(June 1997) 	 Conduct study to·characterize determinants' offamilies' 
willingness to donate, assess the effectiveness ofrequesting 
approaches, and recormnend improvements for the procurement 
process. (ACHPR) 

Summer 1998 Evaluate the extent ofOPO community education activities and )
-1:----to: involvement and make recommendations, for improvement. . 

2. 	 Increase the number ofhos itals that identi at least 90 ercent of their tential do rs. ~ O~ '5f?:.-i.J"\ ~ ho')ClI~I'S ~ re~ f ~"c.c.{ S ~ 
September 1997 . 	 1> manbtQS! ro&m;1 ,E', h Tit' awe IDe Me as" u5'-~1 

. c6n . tion ofparticipation for Medicare·participating hospitalsnJr '?:.J. t'of s 
(HCFA) ~~ ooen...edJ 

. b'-( --ft...e 0 P 0 
September 1997 Endorse legislation to require JCAHO to meet Medicare standards, 

including Medicare conditions of participation. (HCFA) 

Summer 1998 	 Implement project to decrease by 3 apercent the nwnber ofthe 
largest hospitals that do Dot produce donors through adoption of 
Medicare rules and JCAHO legislation (if enacted), training and 
education by OPOs, and partnerships with relevant organizations, 

. e.g., American Hospital Association, American Association of 
Medical Colleges, National Association of Public Hospitals, and 
National Association ofChildren's Hospitals. (HCFA, HRSA) 

e::..c ~0s..f. 
Fall 1998 	 B:s q*. opOs to evaluate hospital donor referral performance 

through death record reviews and other means. (HCFA) 

3. Augment hospital capacity to successfully increase organ donation. 

Winter Implement project to encourage health . . 
1997/1998 professions schools, including HRSA's health professions training 

programs, to incorporate curricula on organ donation and 
. transplantation. (HR,SA, RHAslRDs) 

Fall 1998 	 Conduct pilot test in several sites to confirm. efficacy ofcondensed 
four-hour training model for hospital nurses developed by the 
Arizona Donor Network. ~'l! MAidD &') 
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Winter 1998 	 Implement project to increase adoption of best practices ~ugh 

education, training, and technical assistance for relevant hospital 

personnel on all aspects oforgan donation process, including 

medical and ethical guidelines..(HRSA) , 


k~ 	 ,Fall 1997 ~e hos ~tals identify an individual or team to be accountable' 

. . for hospi organ and tissue donation efforts. (HCF A, HRSA) 

£-r~o<;e

SUIiuner 1998 	 JiM i J t!l1&t non..donor hospitals have access to appropriate 

equipment and staffing for'dealing with donation. (HCFA) 


,4. Improve determination ofdeath. including brain death. 

Fall 1998 , Disseminate guidelines about det~n:nining death, including brain 
death. (HRSA) 

Winter 	 Provide education and training on declaration of 
199811999 	 death guidelines to appropriate medical personnel. (HRSA) 

S. Increase timely communication ofdonor preference at time ofdeath. 

(Fall 2000) 	 SUpport ademonstration project by the Louisiana Organ 
Procurement Agency to design, implement, and evaluate the 
effectiveness ofan organ donor registry and community education 
programs as a model for increasing organ donation, particularly 
among minorities~ (NIAlD) 

Summer 1997 	 Develop partnership with the National Highway Traffic Safety 
Administration to expand public education at Department ofMotor 
,Vehicle licensing sites; to assure that law enforcement personnel . 
communicate donor preference from driver's licenses to 
appropriate medical personnel; and to identify and disseminate 
infonnation on model programs. (HRSA) 

GOAL n. 	 DECREASE THE PERCENT OF POPULATION NEEDING 
TRANSPLANTS. 

A. Increase efforts to prevent contributing diseases and conditions. 

Winter Create an early intervention campaign to detect 
199711998 and treat hypertension and kidney disease in community health 

center clients. (HRSA) , 
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GOAL III. INCREASE TRANSPLANTATION OPTIONS 

A. Develop alternatives to living and cadaveric donors. (.NIB") 

B. Increase organ usage. (e.g., older donors. split organs. extended ischemic time) 

(TBD) 	 Support research to examine the long,:"tenn effectivene~s oforgans 
from older and other non-traditional donors. 8!URi: 

C. Reduce the proportion of transplant recipients who require re-transplantation. O;'JH AcE *) 

Winter (EPlement study to deterntine the number of 	 ~ 
. 199711998 L J I-·~,. recipients requiring re-transplantation due to inability to afford the 
~~ cost of immunosuppressive drugs or noncompliance with drug 

regimen. (ImB!S J . 

Ongoing 	 Conduct basic, pre-clinicaI. and clinical researcb on transplantation 
immunobiology to define factors involved in graft rejection and to 
develop regimens to modul~te the immune response and facilitate 
engraftment oforgans, issues, and cells. (NlAlD) 

(Winter 	 Conduct cliniCal trials in adult and pediatri9 
1998/1999) 	 kidney transplantation to evaluate various therapies and approaches 

to immune modulation to increase graft acceptance, avoid re
transplantations, and improve quality oflife. (NIAID). 

Ongoing 	 Conduct basic research to enhance understanding ofthe immune 

system. (NIAID) 


D. Identify factors that lead to more successful transplantation for diverse populations 

(August 1997) 	 Conduct project to study equity ofaccess to kidney transplant 

waiting lists by age, sex, race, and income for cadaver kidney 

transplantation for Medicare patients with end-stage renal disease. 

(AHCPR) 


Winter Conduct research to improve the ability to 
1998/1999 match donors and recipients in minority populations, including 

differences in transplantation antigens among min~)fities. (NIAID) 

Ongoing 	 Apply research results to practice (e.g., SIDS "Back to Sleep" 

Campaign). . 




III 023.06/12/97 THU 16:10 FAX 202 401 5i83 DEP'pTY SECY 

DRAFT 

PROCESS OBJECTIVES 

June 1997 . 

Swnmer 1997 

Ongoing 

Ongoing 

8 

Conduct consultation process (public hearings. one·on-one 
meetings,etc.) with external organizations and. individuals to 
solicit input into, and support of, the national initiative. (HRSA, 
HCFA. OS) 

Create a steering committee to oversee the progress on the natiorial 
initiative. (HRSA, OS) 

Create task forces to guide components of initiative, including 
minority organ donation and involvement ofreligious institutions. 
(HRSA, HCF A. OMH) . 

Hold regular status updates with Secretary and Deputy Secretary. 
(HRSA, TBO) 
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OBJECTIVE SUBOBJECTIVE SUB-StJB..OBJECTIVE MEASURES 
-. 

- Change in number of living organ donors 
~ Change in number of cadaveric organ donors 
.., Change in reported deaths on waiting list 
.., Change in cadaveric and liVing .transplant recipients 

Increase the donor pool. Create an environment 
supportive of donation. 

Increase exposure to donation 
messages and opportunities 
to express donation 
comm itments: 

,.., NationaVlocal media 
.:. Community interventions 
- Link wI health promotion 
- Disseminate best practices 

- Number ofinruviduals exposed to messages through media 
and communityintervenhons (e.g .• BPHC·funded health 
centers. college education campaign. Donor Sabbath. donor 
family web site. etc.) 

- Placement and reacli.of op--eds, radiofIV lnteJViews, etc. 
- Percent ofAmericans who have signed an organ donor card 

and, especially, how many have talked with their, families 
about the decision to, donate (baseline and change) 

~ Change in number ofpeople in donor registries where 
appropriate 

- Analysis and report on hospital experience for surviving and 
donor families (NCHS NatiooaJ Mortality Followback 
Survey) 

- Analysis and report on managed care demonstrations 

NOTE:' Changes in above should be linked wherever possible 
to specific interventions. 

, -  -~ . 

Evaluate the impact of 
increased support fodiYtog 
organ donation (e.g., child 
care__ tnl"el_expenses)__ 

• Implementation ofdemonstration project 
- Completion of analysis and report on demonstration project 

OS123/97 Page 1 
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OBRCTIVE SUBOBJECTIVE SUJJ.StJB..OBJECTIVE ' MEASURES 

Increase minQrity cadaveric - Change in number of minorities exposed to organ donation 
and'living organ donation. messages by racial/ethnic category (e.g., churches) 

- Change in number of minority donors by racial/ethnic 
category. 

-Increase injoint initiatives with minority and tribal 
organizations 

- Adoption of curricula at minority-serving institutions 
- Increase in tailored materials for minorities 

(ncrease donatioo from 000 - Older donors - Nwnber of seniors reached with organ donation messages 
traditional donors. - Living donors (through aging oetwork) 

- Change in number of donors ages 50-64 and ages 65+ 
- Change in number of living donors by various categories 
- Analysis and report on laparo.scopic kidney removal 

Increase donation through Reduce the number of lower Identify,and resolve barriers - Change in number of donors procured per mUlion population 
improVed donor perfunning OPOs. 10 OPO performance: - Change in number ofOPO agreements with hospiblls 
identification, referral., and - Best practices - Change in number ofMOUs or informal arrangements with 
request. - Maximize number and type 

oforgans procured per 
donor 

- Partnerships 

other procurement programs, e.g., eye and tissue banks 
- Change in number and type of organs procured per 

donor 

Increase the number of 
hospitals that identify alleast 
90 percent of their potential 

~~r.~~:~~ 
- Adoption of Medicare conditions. ofparticipation rule. 
- Adoption of legi$latioR to require JCAHO to lDeel Medicare 

standards (including Medicare conditions of participation)' - Medicare conditions of 
donors. hospital participation rule - Change in number of hospitals that report deaths to OPOs 

- JCAHO legislation (before and after regulatory and legislative changes) 
- Change in number ofdonors identified at each hospital 

(before and after regulatory and legislative changes) 
- Number ofhospitais that identify at Jeasl90 percent of their 

potential donors. 
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OBJECTIVE SUBOBJECTlVI: 

Augment hospital ~pacity to 
successfuUy increase organ 
donations. 

SUB-SUB-OBJECTlVE 

Decrease the number of the 
largest hospitals with no 
donors by 30 percent by the 
year 2000. 

Establish partnerships with 
relevant organizations. 
W!D. evaluations of 
>tiospibiJS&y~POs. 
Increase the number of health 
professioos schools adopting 
curricula. 
Increase adoption ofbest 
practices. 

MEASURES 

- Change in number of largest non..<Jonor hospitals that repo~ 
deaths 

• Change in number of largest non~donor hospitals that 
produce donors 

~ Change in number of non-donor hospitals with access to 
appropriate equipment/staff 

- Number of MOUs and joint initiatives with organizations. 

- Publication of report andlor feedback to hospitB1~'on 
hospitaJperfonnance 

- Change in number of schools adopting curricula 

- Change in number. of hospitals> incorporating professional 
edueation and training on organ donation 

- Frequency ofprofessional education/training (re: staff 
turnover» 

" ~&A2e _ hospitali1dentify 
tml1riti~1 or team. 

• Number ofhospitals with ideQtified individuals/teams 

Improve determination of 
death, including brain death. 

Disseminate guidelines; 
provide educatioo/training 

- Number of professjonals exposed to guidelines (through 
publications, conferences, training, etc.) 

- Cbanges in policies by bospitals, professional societies, etc, 
Increase timely 
communication ofdonor 
preference at time ofdeath. 

Evaluate donor registries. • Proportion offamilies who consent pre and post 
implementation ofdonor registry 

- Nwnber of times registry is used 
Improve communication of 
donor preference. 

• Number ofDMV licensing sites engaging in public. 
education aetivities 

• Change in prac.tice (e.g., providing oD-site medical 
personnel with donor preference information) andlor 
number oflaw enforcemeot officers receiving 'education 
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GOAL D: DECREASE THE PERCENT OF POPULATION NEEDING TRANSPLANTS 

OBJECTIVE SUBOBJECTIVE StJB..SUB-OBJECTIVE MEASURES 

Increase efforts to prevent 
contributing diseases and 
conditions. 

Create an early intervention 
campaign to detoot and treat. 
hypertension and kidney 
disease in BPHC-funded 
heaJth centers, 

---- 

- Number ofcenters participating in intervention campaign 
- Change in identification of hypertension and kidney disease 

among BPHC-funded health center patients. 
- Change in incidence of hypertension and kidney dis.ease 

among BPHC-funded health center patients. 

GOAL m: INCREASE TRANSPLANTATION OPTlONS (To be revised and developed by the appropriate agencieS) 
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OBJECTIVE SUBOBJECTIVE - .StJB..SUB-OBJECTIVE MEASURES 

Develop aJtemative.s to living 
and cadaveric donors. 
Increase organ usage. 
Reduce the proportion of 
transplant recipients who 
require re-transplantation. -
Identify factors that lead to 
more successful 
transplantation for diverse 
popUlations. 
Apply research results to 
practice. 
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TO: Hillary Rodham Clinton 
FROM: Pauline Abernathy 
cc: Chris Jennings, Jen Klein, Jeanne Lambrew 
DATE: April 22, 1997 
RE: Your request for ,information on the Oregon Health Plan 

After reading the attached Newsweek article by Jonathan Alter, you asked me 
what exactly Oregon has done to expand health insurance coverage. 

What Oregon Has Done: The Oregon Health Plan, the collective name for a series 
of laws enacted between 1989 and 1995, includes expanded Medicaid to cover 
everyone under 100% of the federal poverty line, insurance reforms and 
insurance-purchasing pools for small employers, and state-r,un insurance pools to 
cover people denied coverage in the private market because of pre-existing 
conditions. Oregon received a federal Medicaid waiver in 1 993 to expand Medicaid 
to everyone -- including men without children -- under 100% of poverty. It pays for 
the expansion through savings from limiting coverage to services on a "priority . 
list, "extensive use of managed care, and additional State appropriations. About 
120,000 people have gained coverage under the Medicaid expansion, 35,boo under 
the small business insurance-purchasing pools, and 5,000 through the state 
high-risk insurance pool. 

Reaction: The Oregon Health Plan is widely perceived as successful, as evidenced 
by the award it won from the Ford Foundation's Innovations in American 
Government program. (See attached.) Although many people had initially been 
concerned that the Plan would lead to unacceptable rationing of services for people 
with low-incomes and disabilities, these fears have not been realized. This is in 
part because to date the State has appropriated enough funding to cover an 
extensive list of services -- more expansive than under the traditional Medicaid 
program -- so few services of consequence have been denied .. In addition, some 
providers have continued to provide uncovered services for free. Thus, the priority 
list has not yet tested the public's and providers' willi~gness to accept tough 
choices between covering more people and fewer services, and covering fewer 
people and more services. 

Replication: The Newsweek article talks about the need to replicate successful 
programs such as the Oregon Health Plan. Florida's Healthy Kids program to 
expand health insurance for children is being successfully replicated in others States 
(see attachment), but it may indeed be difficult to replicate the Oregon Health Plan 
in other States. The Oregon Plan required years of extensive public deliberation of 
the priority services list under the Governor's personal leadership and may be the . 
product of Oregon's somewhat unique political culture. In addition, Oregon already 
used managed care extensively. By contrast, some of the problems with TennCare 
in Tennessee may stem from its not having had widespread use of managed care 



prior to adopting TennCare. 

Attachments: 

- Newsweek article by Jonathan Alter which mentions the Oregon Health Plan 
- Ford Foundation descriptions of the Oregon Health Plan and the Florida Healthy 
Kids 

Corporation 
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David M. Matter 
501 UNDERCLIFF ROAD • PITTSBURGH, PENNSYLVANIA 15221 . 

Mr. Bruce R. Lindsey. 
Assistant to the President a~d 

\ Deputy White House Counsel 
\ The White House 

\ . 

\ West Wing, Second Floor 
\1600 Pennsylvania Avenue 

Washington, D.C. 20500 
.,/ 

Mr. Bruce Reed 

Assistant to the President· 


for Domestic Policy 
The White House 
West Wing, S'econd Floor 
1600 Pennsylvania Avenue 
Washington, D.C. 20500 

Gentlemen: 

April 15, 1997 

Mr. Christopher C. Jennings 
Special Assistant to the President 

for Health Policy Development 
Room 212R 
Old Executive Office Building 
17th & Pennsylvania Avenue, N.W. 
Washington, D. C. 2050;2 

.- : ~ ..... 

On behalf of the representatives of the University of Pittsburgh Medical 
Center, Mr. Charles Fiske of the Family Inn located in Brookline, 
Massachusetts, and myself, I wish to thank' each of you for taking the time 
from your busy schedules to visit with us on the issue of allocation of livers 
donated for transplantation. It was obvious from your questions and 
comments that you were already well informed regarding many of the issues 
and arguments involved in this important public policy decision. However, 
we . wanted to provide you with further comments and clarification with 
respect to three of the issues dis~ussed' in our meeting and to bring one 
additional item of interest to your attention-. 

First, Mr. Jenni~gs is correct that a significant increase in organ donation, 
for all organs not just livers, would correct many-of the problems and ease 
much of the anxiety in the transplantation community. Increasing donation 
is a goal of most of the professionals and institUtions involved with organ. 
transplantation. Many procurement organizations and transplant centers 
across the country have started innovative new programs to increase donor 
awareness, have pursued state legislative efforts to increase donation rates, 
and have committed significant time and' money to donor education 
programs. A significant increase in organ donation, however, is a long-term, 
rather than an immediate solution to the current problem of patients dying 
while waiting for a liver transplant. It has become obvious from the 
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experiences over the last ten years that it will take a prolonged and enhanced 
effort at education, trust building and, in some cases, cultural modification 
before we can hope to see any significant increase in donation rates. In the 
interim, the Department and this Administration can, with the stroke of a 
pen, implement programs which will save the lives of nearly 300 patients 
over the next three years. We are not in an "either/or" situation; rather, there 
is a "both/and" response to this problem. The Department can require 
broader geographic sharing of donated livers, resulting in saving the lives of 
approximately 100 patients per year, while also putting in place initiatives 
which, hopefully, will increase organ donation significantly. 

Second, we committed to attempt to provide you with information relating to 
donation rates for livers at organ procurement organizations which are not 
associated with a liver transplant program compared to those that have such 
programs. In checking with CONSAD Research Corporation, we 
determined that UNOS has failed to make such data available either to the 
public or to CONSAD despite repeated requests. There is some UNOS data 
available which describes the composite procurement rates for organ 
procurement organizations for all organs (including both solid organs and 
tissue, bone etc.). That data indicates a very significant variation between 
OPO's but without data about procurement rates for specific organs, which 
UNOS refuses to make public, any more detailed analysis of the factors that 
relate to the differences is impossible. 

Third, in response to Mr. Reed's question about the comparison of life 
expectancies between a Status 1 patient who receives a transplant and a 
Status 3 patient, we discussed both life expectancy and survival rates. 
Because a Status 3 patient is not nearly as sick as a Status I patient at the 
time of transplant, a Status 3 patient has a predictably higher survival rate 
(80.9% 1 year graft survival rate) than a Status 1 patient (60.1% 1 year graft 
survival). However, it is important to note that after one year the proportion 
of patients alive remains essentially the same for all statuses. For example, 
approximately 5% of liver transplant patients who have survived one year 
have died by the second year regardless of status; an additional 2%-3% have 
died, again regardless of status, after surviving 2 years but before the third 
year, and so on. The survival rates for all liver transplant patients, even 
those within seven days of death at the time they receive a transplant, are 
quite good, especially when you consider that transplantation is a life saving 
operation. As we mentioned in the meeting, if the goal were to transplant 
those patients with the best chance of survival, the medical priorities 
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established by the transplant community would be completely reversed, and 
those patients least in need of a transplant would receive the first priority. 
The goal of liver transplantation, however, is to save the lives of those 
patients who have no other alternative. Thus, the medical priority of 
transplanting the sickest patients first is appropriate. 

And finally, allow me to draw your attention to the attached Code of 
Medical Ethics, published by the American Medical Association, Council on 
Ethical and Judicial Affairs, 1996-1997 Edition, Section 2.16(6): "Organs 
should be considered a national, rather than a local or regional resource. 
Geographical priorities in the allocation of organs should be prohibited 
except when transportation of organs would threaten their suitability for 
transplantation." (Emphasis added). With a cold ischemic time of from 12
18 hours for donated livers, there is literally no part of the United States 
from/to which a donated liver cannot be transported for transplantation. The 
current UNOS system of organ allocation, which traps livers in 70 small 
geographic areas, is, at the very least, ethically questionable and, quite 
simply, bad public policy. 

Again, we thank you very much for your questions, comments, and 
observations during our meeting and for your attention to this very important 
issue. As Mr. Fiske said in the meeting, and as other patient advocates have 
said in other forums, UNOS and the transplant centers who are its members, 
are fully capable of being involved in this discussion and looking out for 
their own self-interests. Someone else must protect the interests of the 
patients in making sure that the system is fair. That "someone" is the 
Department and this Administration. 

If there is other information or data which we can provide to you, please do 
not hesitate to contact me. 

Sincerely, 

DMM:tn 



Working Agenda 
1997 National Donor Recognition Ceremony & Workshop 

Sunday, April 13, 1997 

12:50 pm Donor Family Processional 

Presentation of the Colors 
Armed Forces Color Guard 
The National Anthem 
The United States Marine Band "The Presidents Own" 
Retreat of Colors 

1:10 pm Call to Order and Invocation Judith B. Braslow 
Director, Division of Transplantation 
Health Resources and Services 

Administration 
Department of Health and Human Services 

Leo Trevino, Ordained Minister 
(Mrs. Braslow to introduce Dr. Fox and Dr. O'Neill who will share moderator 
responsibilities -- Part I: Dr. Fox, Part II: Dr. O'Neill) 

Moderators Claude Earl Fox, MD, MPH 
Acting Administrator 
Health Resources and Services 

Administration 
Department of Health and Human Services 

1:20 pm Welcome - Dr. Fox 

Joseph O'Neill, MD, MPH 
Acting Director 
Bureau of Health Resources Development 
Health Resources and Services Administration 

(Dr. Fox will introduce Dr. Moritsugu) 

1:25 pm Reflections of a Donor HusbandlFather 
Kenneth P. Moritsugu, MD, MPH 
Assistant Surgeon General 
U.S. Public Health Service 
Donor Husband and Father 

(Dr. Fox will introduce the Secretary, if she comes) 
Donna Shalala 
Secretary 
Department of Health and Human Services 



(Secretary Shalala or Dr. Fox will introduce the Vice President) 

I :35 pm The White House Salutes America's Donors 
Albert Gore, Jr. 
Vice President of the United States 

1:45 pm 	 A Recipient's Tribute David Crosby 
Liver Recipient, singer/songwriter 

I :55 pm A Tribute from National Transplant Organizations 
Rudolph C. Morgan 
Chief Executive Officer 
Upstate New York Transplant Service 
President 
American Society for Minority Health 

and Transplant Professionals 

(Dr. O'Neill to moderate balance of program 

Dr. O'Neill introduce remainder of program participants) 


2:00 pm Special Tribute to Donors 	 Dr. O'Neill 

2:05 pm 	 The Surgeon General's Certificate of Appreciation 
, 	 Audrey F. Manley, MD, MPH 

Acting Surgeon General 

2:10 pm 	 Tributes from Transplant Recipient International Organization (TRIO) of the Nation's Capital 
Area and the Delaware Valley Transplant Program Presentation of the Gift of Life Donor Medals 

Daryl J. Hollis Candi Thomas 

Kidney Recipient Liver Recipient 

TRIO TRIO 


Kimberly Claudefelter-Hayles Santos Felix 
Heart Recipient Liver Recipient 
TRIO Delaware Valley Transplant Program 

Robert Solfanelli 

Heart Lung Recipient 

Delaware Valley Transplant Program 


2:30 pm Musical Selection Soloist: 
Slide Presentation Pianist: 

Closing Comments Judith B. Braslow 
2:40-4:00 pm Reception 
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he i~e~dmablc....al~c ~(h~m(1n life ·is a c~rdi~al principle of g-. JeWish law. This prinCiple mdudc!s all obhg(1tlOn fM mainte

nance of our own hc!alth and for Sl.'lf-preseivation. This oblig


ation. known as pikual! rleft$/i, also includes the duty to save the life of one'; 
TMi~tzvah 
fcllow human being, should he or she be in mOrlal danger. This is the signif


. fjJ-ORGAN DONATION icance ofthe Comrllandment:· "You ,shall not stand idly by the blood ofyour 

neighbor" (Lev. 19:16), Codifying this mitzvah in his Mishue/l Torah. 
. Rabbi Joseph H. Prouser Maimonides enlpha~izes how broadly its obligation devolves, holding that 
anyone who is able tos3ve a life. but fails (0 do so, violates this commandmml.----------------.---------------------------------, 

These sources provide tht halakhic basis for the decision by thc Rabbinical 
Assembly's Committee on Jewish Law and Standards that "the pre~ervation..T·HE. DONOR CARD 
of human life is obligatory, not optional. When needed for life-saving trims
plantation. withholding conSent (or post-mortem tissue donation must bePlGa... ~h and give this portion of the oard to 
considered forbidden. n This decision is the conclusion of my responsum "TheyOur.f8mlly. You may w'sh',~"provldG COP'8& of this 

document to vartous family members. Obliglltion to Preserve Lifc and the Question of Post-Mortem Organ 
- ./" Donation:' ....hich th~ Committee recently adopted. Based on this respoii

(ifrus is co W-~rm you dm I want to be an sum. the Committee h.1S also unanimously approved a Conservative Movemento oxgan and tiSSUE:: donor ifih.e occasion ever Organ Donor Card, published and distributed in a joint effort with The United 

. ··Wes. Please see:th.atmywishes~e c~ed out by . SynagogUe ofConservative Tudaism. . 
The actions ofthe Conservative Movement to urge its members to regis. in£oImirigattending mediCal persotj.nd mat I am a 

I . ,;ter as organ donors reflect the compelling urgenCy and the massive need for . '·,.:·:donor.. Ip So doing. ,you Will be a~g·as my parmer 
: . organ transplants. W dl over 40,000 people are on the waiting list ofthe United'..::' <.;md ·agem· ur the: MitZvah ofPikuabN1rsh, saving lives. : Network for Organ Sharing. Every thirty minutes, a name is added to this

" ',. ':: '.. In ktcpirig ,with:cli.e Jewish beliefthat the hWnan I ..natiorW waiting list. Due directly to thesho~ge ofwilling donors, thousands 
... " . .. '. and is thus ·to be accorded .! .of adu~ts and children die each year. 'rhecost in human 'li~es is staggering: 

:~:.'.'''1:s¥i:c:ttty'::e~'en·.. ~;:~r:a.th ··please· ~e.l:hat all: : According to one estimate. as many as nine peo'pledie each day for lack .of 
I available organs. .. .takeri on,mJ/.~eMIf~:. 
1·~iThe life-saving impact oforgan donation reaches far beyond the sizable . .. (horK;t [6'tht/de&as~d);' " " 

I .. number ofpotentiafredpienu. Prospective livirig donors, as.we~ ~ rccipi.~~SJS'tj6I(:'ast:Pti!<UlS·,:~~··tissue:s;;t;;e':.~~~d··iri·'.>:,:.' I· . , 	 ..,. 
· I ents, are needlessly placed at monal risk by the shortage oftadaver organs. 
I. 	 'r:;2~;,~l=~l5;ia,Qc;E~!,w:.ith ¢jjnslTuCtio~?~e that the rest I Desperate parents want to donate organs ~ven '~hc~~octors are unwilling to 

·:;;:'I~)f:£ny,it¢~IS.,arc bUried in ~ JeW#h ~~er6:y." · I· do·the operation because the)' think it would be'futiJe.or woula entail too 
:aC(;cirG~I;e,l1·.,jthd·ewish and Custom.:, .; . great a risk to the donor. Dr. Thomas Sta1'1.1, the r~no~edsuFgeon .....ho pio

:~eered liver ti:ansp~ts. now refuses to perform o:ansplantS nom.liying dOnors
· I . :.rOi th~s,very reaSon. Nevertheless, mediCal ieJj3.n~l,)n )iving don·~rscon.tin• 
.I. ::ue~ to.Il}?unt. SU~~I~end~ dle field ~ftransplariti1ion pla~ tr~m~dous 

, ... '; .':. :., .:, 'l ..pressure on rela1i~$ of prospective organ recipien,ts to imperil th(,;mse"':~sby 
.;. . :.,. . I . ·'erving ~s donors. In ·19.94 alone,"2,980 kidney'transplants were performed 
. ;·,~hlJJjl1.~IAlumb~~(2l2),l'Z8-806.0·',. ":;' !~:,~ing,liv~~gdo.rt~~.;:.'.:·.: '", ., ..... ' .. ,:::<:~. . .... 

. . ... . .n, Ul1iuJ Sy~4~"OJ Q,'/ISl'I'IJGr{~,JttiLziim ~ (.H2) 5.3.3-7.sao -:' I.' :~~ Aspecific a.~pe~ofthis trc~d is particularly tro~~ling. Spouses are increas
,. .,' ':', ' :. . • .. .' .' .. :., . . •.. ... . . ,I ': ,ingly:being vieweifas importanfsoW'ceHoniving organ donation. In cas~s 

-_ ........... _ ... - ..------------._----------------._-- ......... _ .... -~ 'j, ' , ,..,. 	 .',,' • ' 


. . . . . :: .Where.these spouses are also parents, as is common, spousal organ donation 
In keepIng with tile moral and religious teachings of I , means· that bOth parents (donor and recipient) -·:...:and therefore their dill-
Jewhih law, and if' al'\ effort to help others, I hereby make I .'., . : ; .: '..'" 

this an::ttomical gift, If medicaliy acceptable, to take effect ,dreIl,S',w.ell-b~~~.:-:.~e placed .at morthl nsk. . . , . 

upon my death. . • Even a mil1l.it~ risk·[0 the living is asignificant religious and·halakhic d.'1tum. 


Form~rBriti~hC·hiefRabbi Immanuel JakobovitS thus rules that donation of For Purposes of Transplantation Only, 1 donl~c: 
organs byliving donors (even blood donation), while commendable, may not

_3) Any needed org~ns or lisSll~~ 
bevie....ed as obligatorybecause it may entail a measure ofrisk (or the donor. 

_b) only the folluwing organ$ f.)r ti~~11C.1 This risk is, by definition, completely absent in post-mortem donation. 
(JJ~(i!J which orgaN or tiJ;'wt!): _________ I; To be sure, post-mortem donation ofhuman tissue is not without difficul- . 

Litnitatiolls or ~p!!ciaJ wish~, if any.________ 	 I ties from the perspective onewish la",. Objedions to this practice include the
! prohibitions against nivul ka-met (disgracing the' dead body, as by disfigure
: ment), hana'ah mj~ ha -met (deriving benefit noma dead body), and ha/anarSignarurc of dOI~or.___________-,
: ha-meT (delaying burial). In discussing these issues (collectively termed kcvodBinhdarc: _______________ I Ita-met), the Commiuee on Jewish Law and Standards concluded th3t just as 

City &: Scm: where signed: _--'-___;......._____ ! the religious mandate to preserve life takes pr<~cedence over all other religious 
D:UCi___--'-_._____________ I obligations, it also must be given precedence over kzvod ha-mtl. It thus affirmed 

I 
: the statement of Rabbi Isaac Klein in his Guide to lewish Religious Practice thatWimcss: 
: "there is no greater kevod ha-met than to bring healing to the living."

Wimw: : 	 Continued 011 next page 
I 
1 
I' 

http:mil1l.it
http:ing,liv~~gdo.rt
http:be'futiJe.or
http:persotj.nd
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THE MITZV~H OF ORGAN DO~ATION 
amrinlled from previov.sp4gf: 

'B~edon the precedenc:~ofpikllal:! nefosh, the 
seriously ill arc required to eat on Yom Kippur 
and it is forbidden to cirtumcise it siclc orweak
ened. infant if this would further compromise 
his health. The circumcision must be d.elayed, 
for. as the Shul}j4n Arukh observes. "preserVa
tion oflife overrides all other considerations'
(The prohibitions against murder. sexual 
immorality, and idolatry are. under normal cir
cumstances, the only exceptions.) In other 
words. it is not merely permissible to delay what 


. would be alife-threatening orir milan. Indeed. 

it would be sinful to perform the circumcision 

under such circumstances. 

Similarly, it would be sinful to impair onc's 
health by fasting while seriously in, or to wait 
until the conclusion of Snabbat or Festivals to 
drive a sick or injured parry to the hospital. 
Indeed. according to the Snull:!an Arukh. "One 
who is zealous (and eagerlyviolates the Sabbath 
in such a case) is prweworthy." 

Sadly, many members ofthe Jewish commu
nity have been relucWlt to register as organ 
donors. This is due in paIt to the misperccption 
that Jewish law forbids organ donation. Perhaps 
the most decisive f'ac:tor in this reluctance, how
ever, has simply been the widespread aversion 
to any interference with the. dead among mOst 
Jews. In general, this aversion reflects entirely 
appropriate devotion to venerable religious prin
ciples. and should be commended. 

KellOd na-mer, the dignity and honor of the 
dead, is aweightyand cherished religious imper
ative. This is indicated by the designation given 
those charged with the religioUs task of attend
ing the dead and preparing them for burial; 
lialT'tt Kadisha. the -Holy Society." Judaism 
teaches the sanctity of [he human body as a 
reflection ofthe "Image of God," which is in 
everyhuman being. This sanctity adheres to the 
body even after mortal life has ended. 

It is preciselyasensitivity to such well·in[en
tioned sentiments which characterizes the edu
cational campaign undertaken jointly by The 
United Synagogue ofConscrnnive Judaism and. 
the Rabbinical Assembly to register COnservative 
Jews as organ donors. Framing this teaching in 
terms of penuasion rather than coercion does 
not imply that this life-saving action is elective. 
Rabbis and Jewish communal leaders frequently 
engage in educational endeavtJrs and persuasive 
tec!mique.s aimedatgeneratingcompliance with 
clear religious oblig~tions. Persuading aJew to 
comply with the laws of Shabbator kashrllt, or 
to engage in Jewish study, does not suggest that 
such observam;es are optional- JUSt as The 
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r Windows Membership Be Accountine Software IE" 
CHAVER-ware 2.0, is the only Membership and Accounting 'i~~ ro\0 
package of its kind. The familiar Wind~ws i.n!erface,.e~a.bles ,t~!}. .J..'6't(~ . il" 

to learn and use CHAVER-ware WIth mlmmal tralnmg. ,'.' {: \" a~~~ 
Track members, children, committees. Yahrzeits. and much, ~1~; ~fod'{;"r,o 
much more. . . '~~~' 

.J>:~¥ 

Interfaces to afull Windows-based accounting package. l' 

Accounts payable, general ledger. and payroll modules are just 

part of the full CHAVER-ware solution. 


- Some of the major features· 

-MultHevel categories ~c."''. 

-Full Featured Accounting 

-Flexible billing and statements ~~' 

-Full Report Generation ~rt*\ 

-On·the-fly queries ~~\ 

•Yahrzeit with oalendar conversion 

t Mail Merge v.~\ 

tMuitHevel password protection ~~\ 
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$2500 completel 
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. TrMI aropnd the world in this adventure in fun, 
entertainment. and Jewish history! Try to reunite 
your family in this stimulating game lhars 
packed with sound. music. full-color 
photo$, and much more. . 
For .gel 10 aM up. ] I~

avka 
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processing programs. It features full nikud. 
Hebrew/English dictionary, foor.nom, and 
muchmorc. 
For 4 lillliflil tim" purdwe Qu:rt 41. rhs specW. 
illtnldutIDry pria ofSl" d1Iil gttVa.'$ 
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Bar/Bat Mitzvah 
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THE MITZVAH Of OItGAN DoNATION 
contil'luedfrom 9 

United Synagogue's campaign Jewish Living 
NOw is awise and welcome reminder ofJewish 
religious obligations. 

Consenting to post-mortem organ donation 
maybe emotionally difficult; that difficulty nlay 
in part reflectappropriate religious Sentimtnu. 
However. we are obligated to preserve life. We 
oUSht not, as our final act. glorify strictly sub
jective aversions. aesthetic objections, and per
sonal preference at the expense of human life. 

It is. essential that one undertaking persuasive 
outreach in regard to the mitzvah ofpikuah nl!fesh 
sensitively place organ donation into a con
structive context in communicating with 
prospective donors or responsible nar ofkin. 
Referring to 1ife-s~ving transplant procedures 
as the "harvesting" oforgaris, for example. evokes 
asense ofviolence and disregard for the human
ity ofthe deceased. "Recover" or "retrieve'" are 
more appropriate terms to describe the dona
tion process, It issimilarlyimperativethat a Ven
tilator not be referred to as "life-support." as this 
seems to imply that the patient is not yet dead. 
(The ventilator is used following death to main
tain circulation of oxygenated blood to viable 
organs.) 
, Those contemplating organ donation should 

also be made aware thatstudies show that dona
tion of one's organs helps to shonen the time 
needed bybereaved family members to recover 
from their loss. Serving as an organ donor thus 
not only saves lives but also provides comfort 
and healing to one'$ own loved ones. It does not 
remove the pain or loss. bUlorgan donation 
allows something good an~ uplifting to be sal
vaged from an otherwise horrible occurrence. 
Pamilies of donors know their, loved one will 
never be forgotten bytho.se whose lives tbeysavc 
and report a sense ofextended family and (om
munity with other donors and recipients. 

Given the increasing sophistication and suc
cess of transplant te,chnology, and the increased 

~004 

confidence regarding determination of death, 
the post-MOrtem donation o(vital organs dearly 
constitutes pikuab, n£fesh - the saving ofhurnan 
lives. Indeed, one individual can save as nlany 
as eight or more liWs byconsenting to donation. 
The demand for organs far outweighs the sup
ply. creating thousands of desperate, specific, 
life-threatening situations. Jewish law, therefore, 
requires us to grant our consent for post-mortem 
organ donation when requested by dodoi's or 
hospitals for we in life-saving transplant pro
cedures. 

This reliBious obligation can be fulfilled by 
personally registering as a donor by, for exam
ple. properly completing the Rabbinical 
Assembly/United Synagogue ofConscrVative, 
Judaism do:nor card, and carrying it on onc's per
son. The donor card additionallyprovides aform 
for use in informing family members ofone's 
intention in this matter. It is most advisable to 
include written documentation of one's donor 
status as part of a more general "living will.· 

The preservation of human life is obligatory, 
not optional. Thus, withholding consent for 
,post·mortem organ donation when needed for 
life-saving transplant procedure.~ is prohibited 
b.y Jewish law: This appHes to the individual in 
anticipation of his or her own death, as well as 
to health care proxies or next ofldn, whenever 
they are legally empowered to make such deci
sions on behalfoftile deceased. The identityarid, 
certainly. the religious status ofthe recipient are 
irrelevant. A bereaved family member who grants 
consentfor organ donation acts as an agent and 

. partner ofthe deceased in observance ofthe mitz
vah ofpikuab nefesh, in saving human lives. By so 
doing. he or she renders only profound and gen
uine honor: to the deceased. while simult~e
ously bringing comfort to those who mourn. lID 

Rabbi Joseph H. Prouser is the spiritual leader 
ofCongregation B'nai Sholom in Newington, 
Conntaicut. HI! also serves on rhe United Syrltl
goP/!'s National Yourh Commission. a.s weU as on 
irs National Commission on Jewish Education. 
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Commitments that can be made by Vice President Gore 

L The Union of American Hebrew Congregations (UAHC) has launched a major 
effort to educate the members of its 850 reform Jewish temples across the United 
States on issues surrounding organ donation and transplantation. The UAHC has 
mailed over 30,000 brochures to members within the last few months, is 
developing a study guide for its member congregations to teach about organ 
donation and transplantation, and is encouraging its members to rabbis to give' , 
sermons, workshops and symposiums on donation and transplantation. UAHC 
has also developed a religious ceremony focused on honoring donors, not unlike 
what you would do to honor the binh of the baby or a prayer for the recovery of 
an individual. UAHC has made this a priority for its committees on older ~dults 
and its bioethics committee. UAHC member congregations w,ill be encouraged to 
participate in National Donor Sabbath and honoring donors within their own 
congregations. We are proud that we have been part of this effort and look 
fo,rward to replicating this model with other religious organization. ( TobyMM 
What I would do with religious organizations is highlight the UAHC and then 
announce how pleased we are that the CNBC and the Catholic Health Association 
have agreed to partner with us on a similar effort) 	 , 

2. 	 The Congress of National Black Chutches has committed itself to a partnership in 
" 	this area as well. Since the diseases for which organ transplantation is a viable 

treatment modality disporportionately affects African-Americans we are delighted 
with the willingness of the CNBC to participate with us in a national educational 
effort on the importance of minority organ donation. Member denominations 
will be offered a range of participatory options related to the educational 
campaign, including participation in National Donor Sabbath and ceremonies 
honoring donors witl1in their OV/fl member churches. Material for church 
newsletters, brochures. sermons and development of new liturgy are all among 
the options that will be presented to member churches and denominations within 
this very large umbrella organization. We will be meeting with the health 
committee of the CNBC in the coming months to help launch this in.itiative and 
bring African-Americans on the waiting list one step closer to a transplant. 

3. 	 The National Kidney FOlmdation, the principal co-sponsor of the ceremony'today, 
has agreed to parmer with us in making additional resource materials available to 
donor families. Becauseofthe very great and wonderful gift that those of you we 
are honoring today have given, we feel it is important and our obligation. to make 
the gdeving period as easy on donor family members as possible.' Thus I am 
pleased to announce that NKF in pann'ership with us will be launching a web site 
geared to the needs and assistance donor families want and deserve.. This website 
will have a 24 hour "'WTite-" system, where donor families can write in and be 
directed to resources and scheduled open chats with trained facilitators. 
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4. 	 One of the most successful programs we have launched in the past several years 
has been a donor awareness program at the University ofRhode Island. URI has 
developed brochures, materials for Freshman Orientation', trailers for movies 
shown on campus, health education class materials and even donor designation on 
the back ofstudent ID cards. The URI program has reached thousands of students 
over the last several years. I am so ,pleased to announce that the American 
College Health Association has agreed to partner with us to replicate this program. 
at other colleges and Universities aCross the country. The URI program is a · 
program that can be adapted at large and small institutions and materials 
developed at one institution can be easily modified. We are pleased with this 

, program because it gives us an opportunity to educate the college population 
about donation, but the implicit message about safe behaviors will also be carried 
to this population. ' 
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To : <lgilrnore@os.d,hhs.gov> READ 

Cc : Subject: Re: help 

From: GMayes@hrsa.dhhs.gov (G... Attach: Headers.822 

Date: Tuesday, April 8. 1997 at 2:21 :33 pm EDT 


----------: Msg # 1 :-------------------------::-----------• .,.-------------------
Subject: Re: help 

Author: "Eleanor Jones" 

<Eleanor_Jones.TRANSPLANT@mailgw.surg.med.umich.edu> 

at 

INTERNET 

Date: 4/8/97 1:54 PM 


Reply to: RE>help 

Hi Gwen! 

Here's the current status ofTransWeb University: 


If you want to put it in tenns of our Revised Work Plan, we have accomplished 

the first five items, and have made progress towards the 6th, 7th, 8th and 

9th. I realize that our mid-year report was due April 1. so I will be getting 

that to you ASAP. 


Existing educational materials (booklets, curriculum guides, videos, handouts, etc.) about 

transplantation and donation for tc;:ens and children were collected 

from allover the country; we found some very useful ideas in them. Several . 

of the high school students working on TransWeb University have evaluated 

each item in terms ofcontent, effectiveness, and appeal. The students' 

impressions have been a good guid~ for us in the design process. 


We continue to scout out and review other educational web sites, for ideas on 

how to stItlcture and present our content. Also. there are many exciting 

technical developments (like the recent launch of RealVideo) and multimedia 

opportunities (like Shock\",a:ve) that we've been leaming about, so as to see if 

they could be applied to TWU. 


We me in the midst ofdeveloping the content of one level (cadaveric kidney 

transplant), as the basis for the content that should be covered in all 

transplant process modules. (The transplant process, as we define it, 

includes all that happens from diagnosis of organ failure, the transplant 

evaluation & decision, the waiting list, the surgery, post-surgery recovery, 

rejection & other complications, to taking care of yourself after transplant, 

etc.) Content-gathering has consisted largely of interviews with transplant staff, as well 

as review ofexisting educational materials (above). 


mailto:Eleanor_Jones.TRANSPLANT@mailgw.surg.med.umich.edu
mailto:GMayes@hrsa.dhhs.gov
http:lgilrnore@os.d,hhs.gov
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We continue to work with local high school and elementary school students and 
teachers, whose insight into the teaching & learning processes is key to the 
success ofTWU. Transplant recipients and their families will also be 
involved. 

The first phase of the design process was the overall structure and 
navigational strategy for TWD as a whole, and we've made good progress in that 
phase. We are now starting to address the graphic design features. 

Is this the kind of infonnation you needed? Please let me know if there's 
anything else you need. I'm also enclosing the "Comparision of TransWeb and 
TransWeb University." (see below) 

--Ellie 

TransWeb University 
-----------.-.------ TransWeb University (TWU) will be a collection of age-appropriate 
teaching 
modules. each designed to convey a specific parcel of infonnation relating to 
organ and tissue donation andlor transplantation. Each will be a multimedia, 
interactive unit that can be completed in a classroom or by an individual on 
hls/her 0~'Il via the World Wide Web. The age levels and subject areas under 
consideration are given below. 

Modules introducing transplantatiori and organ and tissue donation to the 
general public: 
-Preschool and lower elementary 
-Upper elementary 
-Junior high/middle school 
-High school 
-Adult 

Modules for medical and transplant-related professionals: 
-Medical school: an introduction to the field 
-Nursing & critical care staff: potential organ and'tissue donor recognition 
-Procurement staff: approach to the donor family and donor management We are 
working closely -with students and members of each intended target 
audience, so that each module benefits from the audience's suggestions, 
contributions, and criticism. We are also utilizing the guid::mce of teachers 
of each age level as well as that of medical/health educators, to make TWU as 
effective as possible. 

The first module is scheduled for completion (including testing) in September 
1997. The TWU project is supported by the Division ofTransplantation, whose 
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. $2?,000 grant has made the initial phase possible. 

TransWeb University as compared to the TransWeb site 
...---------....._----.. 
TransWeb (wwW.transweb.org) was created to be a collection ofreliable 

transplant-related information, as well as a directory of valid 

transplant-related resources on the Intemet. (See charter.) As such, 

TransWeb is largely a text-based reference, written for adults. . 

Realizing that children and teens need a pJace to learn about transpiantation 

and donation, we saw a need to create age-appropriate teaching modules for 

them, at their reading level and with graphics, sound, and activities (like 

pUZ2Ies or quizzes) appropriate for them. A grant from the Division of 

Transplantation has made it possible 


The difference between TransWeb and TWU is that TransWeb is more of a passive 
reference or resource, while TWU takes the user through the transplantation 
and donation processes, actively teaching along the way. 

. ---------.............._-":'"...;..----.-_ ..._--------
Date: 4/8/97 I I :58 AM 

To: Eleanor JOlies 

From: Gwen Mayes 


ellie, 

if you're out then;:, I need some help, ASAP. I. need the latest up date on 
TransWeb..any progress made, next steps, etc. We want to 

include this project in some educational id~as that are. to be 

presented to the Secretary. rUbe back in this afternoon about 2 

p.m. and need to have something around that time. . 

thanks. 

gw~n 

. -------:------- RFC822 H~ader F~llows _:._____:-______.L· 

ived: by mailgw.surg.med.umich.edu with SMTP;8 Apr 1997 11:56:41 ·0400 

ived: by judgrnentday.rs.itd.umich.edo. (8.7.5/2.2) 


. with X.SOO id LAA20602; Tue, 8 Apr 1997 11 :56:52 -0400 (EDT) 

. ived: by judgmentday.rs.itd.umich.edu (8.7.5/2.2) . 


with X.SOO id LAA20581; Tue, 8 Apr 1997 11 :56:50 ·0400 (EDT) 

ive.d: from runningman.rs.itd.umich.edu by judgrnentday.rs.itd.umich.edu . 

. 5/2.2) . 
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April 11, 1997 

Douglas W. Banto, M~D. 
Liver Transplant Program 
University ofCincinnati Medica1 Center 
231 Bethesda Avenue 
Cincinnati, Ohio 45267~0558 

Dear Doug, 

1bis is jn response to your request for an explanation of how unverified, 
inaccurate infonnation about the number hearts offered for transplantation during 
1994 came to be published in the Cleveland Plain Deale,.. That newspaper's 
outrageous story about organ "turndowns" implied that several fine ttaosplant 
institutions allowed their heart transplant candidates to languish on the waiting list 
by declining offers ofhearts for transplantation, which otherwise would have been 
accepted and transplanted. 

HRSA released this information to the Plain Dealer over our objections, and in 
so doing, failed to adhere to Federal regulations that protect the rights of those 
who submit data. As with other recent controversies over confidential data. this 
release represented a significant departure :from the historic arrangement between 
HRSA and UNOS regarding OPTN and Scientific Registry data. I believe the 
only way to stop this kind ofdamaging activity is through a challge in NOTA, 
patterned after the law establishing HHSts Agency for Health Care Planning and 
Research. That law prohibits the Government from releasing patient or 
"institution~identifiable data, an approach that would serve the OP1N, its members, 
and the patients and public it serves. very well. 

Background: The Release Qf Turndown Data. UNOS policies have long 
prohibited the public release of institution-specific data without pennission. 
Those policies pemt UNOS to provide HRSA with data required under the 
contracts for oversight. We had provided HRSA with a report oftha number of 
organ offers and refusals for each transplant center following the public outcry 
over the situation at the University ofKansas heart transplant program. HRSA 
was fully aware ofthe preliminary and incomplete nature of the infonnation. but 
requested the report as a "rough cut" analysis ofthe context in which to place the 
Kansas abenation. 
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When we learned that HRSA was contemplating releasing that report to the press, we warned them 
repeatedly that the information was grossly incomplete and unverified, and it therefore would be 
highly misleading and damaging ifreleased to the publio. Once the report had been released, we 
spent hours talking to no avail with the newspaper about the incompleteness ofthe information and 
the great disservice that would result from publishing the report. 

An Earlier wstance ofthe Change in HRSA's Approach - Data Release to Pittsburgh. Until only 
recently, HRSA was in accoId with UNOS's policies regarding data release. HRSA even attached 
those policies to its most recent Request for Proposals soliciting bids on the OPTN contract and 
added a new task to the OPTN contract requiring the contractor to adopt them. But, in May. 1995. 
H.RSA began changing its position when it pressed us to release patient-identified and institution
identified data to th~ University ofPittsburgh's agents ostensibly for development ofproposed new 
liver allocation policies. That request turned into a very heated dispute between UNQS and llliS 
(mcluding an outpouring ofmail from the transplant community opposing the release) as a result of 
a letter from Mrs. Judy Braslow, Director ofthe Division ofTransplantation, to UNOS asking US to 
release patient and center-identified data to Pittsburgh's consultants. The con1rOversy went all the 
way to Dr. Lee, who at the time was Assistant Secretary for Health, the highest ranking official in 
the Public Health Service. Despite a personal appeal from UNOS's General Counsel, Mrs. Braslow 
released the center and patient-identified liver transplant data to Pittsburgh's consultants herself after 
requiring UNOS to deliver a computer tape ofthe data to HRSA under the OPTN contract. 

Mrs. Braslow's Testimony to Senator Frist, The foregoing background is important because it was 
only two months later that HRSA testified before Congress about its concern for protecting 
confidentiality ofcenter-identified data. In light ofthat very recent con1rOversy, which certainly had 
not been something that would have sUpped anyone's mind, we were happily surprised at Mrs. 
Bras1ow's testimony before the U. Sl Senate Labor and Human Resources Committee on July 20, 
1995, about the NOTA reauthorization. We took her testimony as a reaftinnation of HRSA's 
historic position regarding this issue. Mrs. Braslow responded to questions from Senator Frist: 

Senltt!.'!!: Frist: "The data -- as a physician, I was very concerned giving all ofmy data about each 
transplant I did to the Federal Gove.rnment. I did not trust the Federal Government and did not know 
what would be done with that data... 

... the doctor-patient relationship, which is sacred to those ofus in the profession. 
all ofa sudden, we have people coming in and wanting pieces ofinformation which 
will be used for policy, disseminated broadly. What should we be telling the 
doctors?" . 

MIS. BrMJQEl: "In tenus of the tone of your question and your concern about the 
confidentiality of the patient, I think we are very, very concerned about patient 
confidentiality, and any time we request that our contractor give out data to handle 
a specific data request, that is alwayS couched in tenns of scrambling or making 
certain that patient identifiers and institutional identifiers ~ not available to the 
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requester. So we are concerned about precisely the same issues that you are 
concerned about ... " (emphasis added) . 

Ofcourse, what she said about "always" telling us to make certain that "institutional identifiers are 
not available to the requester" was technically incorrect, since she had, only a few months earlier, 
requested specifically that we release patient and institution·identWed data to Pittsburgh's 
consultants, which she herself ultimately gave to them over our objections. But, since that had been 
a rare occasion. and this was testimony before the United States Congress, we took it as a 
fundamental reaffirmation ofHRSA's previous practice ofhonoring the confidentiality ofOP1N 
data. However, oniy a few months later we were suxprised to see that the policy had been apparently 
reversed again. 

HRSNs Failure.to Follow FOIA Regulations. In January 1996, we received an undated letter from 
Ms. Braslow addressed to Dr. Daily in which she described the request for data from the Cleveland 
Plain Dealer reporter. We understand that Mrs. Braslow had offered her master list of the data 
UNOS had provided DOT under the contract to this reporter to be used to request data to be released. 
In her undated letter, Ms. Braslow listed all of the data she had already given the reporter and 
described other data the reporter "could get ifshe filed a FOIA request I think we should mail them 
to her because she would be able to get it through FOIA. Ifyou think: othetwise, let me know:' The 
1994 transplant center-specific heart turndown report we had pte'Viously given HRSA was 
specifically listed in that oategory. 

We replied to Ms. Braslow's letter on February 28, 1996, and asked that HRSA not respond to the 
newspaper's request but refer it to UNOS as they had routinely done in the past as provided in the 
OnN contract We explained why the data were confidential and not subject to release by HRSA 
under FOIA. We pointed out that the releaSe ofunverified, misleading and competitively sensitive 
information that bad been submitted to UNOS voluntarily under the terms ofthe data release policies 
in our by-laws, which protect center and patient identity, would be hannful and could destroy the 
sy~ . 

InIS's FOIA regulations state, "We have no discretion to release certain records, such as ttade 
secrets and confidential commercial information. We will not disclose records whose information 
is 'commercial or financial: ... and is 'privileged or confidentiaL' We interpret this category 
broadly." An official notification with five business days to object to disclosure must be given to 
the submitters of"confidential commercial information" whenever HHS receives a request to release 
. such data. Even ifthe inforrnanoD had not been labeled as confidential, the regulations require that 
the notice be given ifHHS has substantial reason to believe that it could be considered as such. If 
HHS then decides to release the information. a second notice is required. It must explain why HHS 
did not sustain the submitter's objection and provide five business days to file suit in Federal District 
Court to prevent the data's release. 

UNOS was never given any ofthe notifications required by the regulations. Ms. BraslowYs undated 
letter makes it clear that a FOIA request had not been filed. Rather, she infonnally asks for our 

http:Failure.to

