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Share your life. Share your decision~ 

December 18, 1997 

Mr. Jerry Mande 
Senior Policy Analyst 
Office of Science and Technology Policy 
Defiartment of Health and Human Services 
1 ?1 1 and Pennsylvania A venues 
Washington, D.C. 20502 

Dear Jerry: 

On behalf of the Coalition on Donation, and the more than 55,000 Americans who 
are currently awaiting a lifesaving organ transplant, I would like to extend my 
sincere thanks and gratitude for your important contribution to the success of the 
National Organ and Tissue Donation Initiative launch on Monday, December 12, 
1997. The Coalition on Donation is appreciative of the opportunity to work in 
partnership with the Department of Health and Human Resources, Health 
Resources Service Administration in this very important, and solvable, health 
crisis - the critical shortage of organ donors. 

Our unified message, "Share your life. Share your decision"sM is a call to action, 
encouraging all Americans to decide to become an organ donor and to discuss 
their decision with family members and loved ones. Through a strong network of 
local coalitions and national members, we are able to bring this message to 
millions of individuals. Finally, through the dynamic partnerships we have forged 
with major organizations in the health care and transplantation community, and 
now with the Department of Health and Human Services, we can bring the 
combined efforts of many to serve those in need . 

I look forward to our continuing relationship and joint efforts to increase organ 
and tissue donation in the United States. Please accept the enclosed Coalition on 
Donation hat as a small token of our gratitude and heartfelt wishes that you wear 
it in good health and continue to spread our unified message. Again, thank you 
for fine efforts and continued support. 

Howard M. Nathan 
President, Coalition on Donation 

Encl. 
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3RD STORY of Level 1 printed in FULL format. 

Copyright 1997 Times Mirror Company 
Los Angeles Times 

December 16, 1997, Tuesday, Home Edition 

SECTION: Part A; Page 26; National Desk 

LENGTH: 595 words 

HEADLINE: U.S. PLAN ADDRESSES SHORTAGE OF ORGAN DONORS 

BYLINE: ALISSA J. RUBIN, TIMES STAFF WRITER 

DATELINE: WASHINGTON 

BODY: 

PAGE 2 

The Clinton administration on Monday proposed to increase the number of organ 
transplants by ordering hospitals to cooperate with donor organizations. 

Under the plan, hospitals would be required to inform federally certified 
donor organizations when patients die so the organizations can ask the families 
about organ and tissue donations. The program would also include a wide-ranging 
campaign to publicize the need for organ donations. 

The shortage of kidneys, hearts, livers and other vital organs has become 
increasingly acute as medical advances expand the pool of transplant candidates. 
Administration officials say about 4,000 people died last year while waiting for 
transplants and 55,000 remain on transplant waiting lists. 

The federal initiative builds on a Pennsylvania program that has resulted in 
a 40% increase in organ donations and a 51% increase in transplants. When 
Pennsylvania passed a law in 1994 requiring hospitals to call donor procurement 
organizations after every death, the number of donated organs rose sharply. 

"Almost all Americans support organ donation, and families almost always 
consent to organ donation when loved ones have expressed that wish, but not all 
families have thought about organ donation or discussed it," said Vice President 
Al Gore in announcing the administration's plan. 

Hospitals promptly voiced their objections to the proposal as interfering 
with the relationship between doctors and their patients. 

"Organ donation is an issue that requires great sensitivity and is extremely 
personal," said Dick Davidson, president of the American Hospital Assn. "It 
needs to be worked out case by case on a local basis--family, doctor and 
chaplain working together. . This proposed rule would replace these hospital 
local initiatives with policies established by an outside organ-procurement 
organization." 

The administration's plan took the form of a proposed rule under the 
government's authority to regulate all hospitals that accept federal Medicare 
reimbursement--a category that includes all acute-care hospitals. After the 
public has had a chance to comment on the proposed rule, .the administration 
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will make it final or modify it. No congressional action is needed. 

Gore, a leading sponsor of the 1984 National Organ Transplant Act when he 
served in the Senate, noted that 27% of potential donors' families are not asked 
if they would be willing to participate in organ donations. The 1984 act set up 
the first national computerized matching program for donors and transplant 
candidates. 

"If a significant number of potential organ donors are being missed because 
these deaths are not identified or the family is not asked, then we need to work 
with the transplant community to immediately address this problem," said Health 
and Human Services Secretary Donna Shalala, who spoke with Gore. 

The administration's new regulation would shift more responsibility to the 63 
regional donor procurement organizations, which contact families about their 
interest in donations, match the organs of the deceased with transplant 
candidates and transport the organs to the patients. 

Under the administration's proposal, hospitals would have to call donor 
organizations when a death occurred to allow the organization's staff to 
determine if there was potential for organ donation. 

In 1996, according to the Health Resources and Services Administration, 
surgeons transplanted 20,000 vital organs, including 11,000 kidneys, 4,100 
livers and 2,300 hearts. Transplant waiting lists continue to grow. 

LANGUAGE: English 

LOAD-DATE: December 16, 1997 
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Breaking News 
f'ROM A.P. 

December 16, 1997 

Gore Makes Push for Organ Donation 

AP. INDEXES: TOP STORIES I NEWS I SPORTS I BUSINESS I TECHNOLOGY I ENTERTAINMENT 

Filed at 3:34 a.m. EST 

By The Associated Press 

WASHINGTON (AP) -- The Rev. Dalton Downs stood before his congregation 
and told the sad truth: His arteries were twisted, and he'd need a heart transplant 
to survive. "I told them I was dying and I needed their prayers," he said. 

On the way out of the church, Dawn Alexander put her arms around her 
minister and whispered: "If I had two hearts, I would give you one." 

Oddly, Alexander died of an aneurysm a year later, and her heart was indeed 
donated to Downs. 

"Anyone who receives a heart of an organ donor receives a very big heart 
indeed," Downs said Monday as he helped launch a new federal push to 
increase the number of organ donors. 

The event featured emotional speeches, capped by Downs, of St. Timothy's 
Episcopal Church in Washington, who said Alexander's 12-year-old daughter 
always offers a hug and asks, "Can I listen to my mother's heart?" 

The initiative hopes to encourage doctors, hospitals and families to talk about 
organ donation before and after death. About half of Americans who want their 
organs donated have not told their families, the Department of Health and 
Human Services said. 

"Our message is very simple: Share your life -- share your decision," said Vice 
President Al Gore. 

About 20,000 Americans received organ transplants last year, but some 4,000 
died waiting for a donor. More than 55,000 people are on the transplant waiting 
list, up from 16,000 in 1988. 

12/16/97 10:50 AM 
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Yet, according to a study by the Harvard School of Public Health, 27 percent of 
potential donors are not identified or their families are never approached about 
donation. 

The initiative announced Monday includes: 

--A campaign by private, public and volunteer organizations to persuade 
Americans to agree to organ donations and then discuss their decisions with 
family. 

--A proposed federal rule requiring hospitals to report all deaths to local organ 
procurement organizations, which can evaluate possible donors and discuss 
consent with family members. Before the rule becomes final, HHS and 
hospitals may work out an alternate system to achieve the same goal. 

Before the rule becomes final, HHS and hospitals may work out an alternate 
system to achieve the same goal. 

--An HHS-sponsored conference next spring to discuss strategies for donation. 

Last week, HHS released a report showing patient survival rates are at an 
all-time high, with 94 percent of kidney recipients and 79 percent of liver 
recipients surviving at least one year. 

This report, which gave data on individual transplant programs, also identified 
programs with lower-than-expected survival rates, but HHS has yet to release 
their names. 

The government is expected in the next several weeks to announce new 
regulations surrounding the distribution of organs. 

Most controversial is a proposed rule changing who is first in line to get new 
livers. Under the original plan, acute patients who are suddenly stricken with 
life-threatening liver failure would have priority over long-term liver failure 
typically suffered by alcoholics and drug addicts. 

For more information about organ donation, call the Coalition on Donation at 
1-888-90-SHARE. 

Home I Sections I Contents I Search I Forums I Help 

Copyright 1997 The New York Times Company 

The information contained in this AP Online news report 

12/16/97 10:50 AM 



New plan to increase organ donations http://www.usatoday.com/news/washdc/ncs20.htm 

I of2 

i¥ RAIO A &1171 Front page, News, Sports, Money, Life, Weather, Marketplace 

I Select here! =i;J . 
ll4fJMHIH!ii;N!1 a Washington 
Inside News 
• Nationline 

•Washington 

•World 

•Politics 

•Opinion 

• Columnists 

•Snapshot 

•Science 

•States 

•Weird news 

Resources 
•Index 

•Search 

•Feedback 

•What's hot 

•About us 

•Jobs at USA 
TODAY 

12/15/97- Updated 12:45 AM ET 

New plan to increase organ donations 

WASHINGTON - The White House on Monday will unveil an 
initiative that's aimed at encouraging organ donations and reducing 
the number of Americans who die each year waiting for organ 
transplants. 

While about 55 people received organ transplants each day in 
1996, about 10 others on waiting lists died. In all, more than 4,000 
died last year while awaiting hearts, lungs, kidneys and other 
organs. 

The plan, to be announced by Vice President Gore and Health and 
Human Services Secretary Donna Shalala, will include: 

• A national partnership of public, private and volunteer 
organizations to promote family discussion of individual 
wishes on the issue before a medical crisis. 

Participants include the American Medical Association, the 
American Bar Association, the Chamber of Commerce and the 
Red Cross. 

• A proposed federal regulation that would require hospitals to 
collaborate with regional Organ Procurement Organizations, 
which can help train medical personnel. 

• A Health and Human Services Department conference on 
the issue next spring. 

• A commitment by all federal Cabinet agencies to contact 
their employees six times each year about organ donations, 
perhaps through e-mail or reminders on pay stubs. 

Transplant experts praise the White House initiative as likely to 
significantly increase organ donations. 

"They've identified four areas where they can make an impact," 
says Dr. Lawrence Hunsicker, a University of Iowa professor and 
president of the United Network for Organ Sharing. 

By Susan Page, USA TODAY 

• Go to Washington news 
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Organ Transplant Survival Rates Up 

AP. INDEXES: TOP STORIES I NEWS I SPORTS I BUSINESS I TECHNOLOGY I ENTERTAINMENT 

Filed at 7:13 p.m. EST 

By The Associated Press 

WASHINGTON (AP) -- Patient survival rates have improved for nearly every 
type of organ transplant, with significantly better odds for liver, lung and 
heart-lung transplants, according to a government-sponsored report released 
Thursday. 

"Virtually all of the numbers have improved," said Dr. Claude Earl Fox, acting 
administrator of the Health Resources and Services Administration, an agency 
of the Department of Health and Human Services. He cited improved 
technology, better drugs and more developed techniques. 

The report by the United Network for Organ Sharing, which operates the 
nation's organ transplant program, compared the results of the 97,587 
transplants performed in 1992-94 with the transplants done in 1988-92. 

The most dramatic improvements were for heart-lung transplants. The one-year 
patient survival rate jumped 11 percentage points to 69. 7 percent. 

The report also found: 

--One-year patient survival rates improved 5.3 percentage points for liver 
transplants to 82.2 percent, and 6.1 points for lung transplants to 74.5 percent. 

--The percentage of livers and lungs still functioning a year later was up 6.8 
percentage points for each, to 74.1 percent and 73.4 percent, respectively. 

But there were wide disparities in the success rates of various transplant 
programs. The report found that 15 kidney programs, 13 liver programs and 15 
heart programs had lower-than-expected survival rates for organs after a year. 

HHS officials said the list identifying these centers was not available Thursday, 

12/11/97 8:30 PM 
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but Fox said about half were new programs with less experience doing 
transplants. 

The number of transplant centers has grown 16 percent since the last report; 
there are now 742 programs around the country. 

The report helps identify centers with poor perfonnance records, Fox said. The 
United Network for Organ Sharing, which produced the report, will follow up 
with centers with poor records, he said. 

''It's not like the report's done, will be put on a shelf and that's the end of it," he 
said. 

The nine-volume report may be useful to patients choosing a center for a 
transplant procedure. It offers specific infonnation about each program, and its 
survival rates for each organ. 

Patients may obtain copies of the data for up to I 0 centers at no charge by 
calling 888-TX-INFO 1. 
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4 Get Connected - Save $100 

CLICK 
HERE 
fOR 

DETAILS 

@Bell Atlantic 
~-

Home I Sections I Contents I Search I Forums I Help 

Copyright 1997 The New York Times Company 

The information contained in this AP Online news report 
may not be republished or redistributed 

without the prior written authority of The Associated Press. 

12/11/97 8:30 PM 



FDA OKs Kidney Transplant Drug http://www.nytimes.com/aponline/w/ AP-T ransplant-Rejection.htm I 

I of3 

Breaking News 
FROM A.P. 

-MMiili,fPM@MIM __ _ 

Well almost. 

December 11, 1997 

FINANCIAL TIMES 
www.FT.com 

FDA OKs Kidney Transplant Drug 

A.P. INDEXES: TOP STORIES I NEWS I SPORTS I BUSINESS I TECHNOLOGY I ENTERTAINMENT 

Filed at 4:07 p.m. EST 

By The Associated Press 

WASHING TON (AP) -- Kidney transplant patients gained a new weapon 
Thursday to improve the chances their organs will survive -- an especially 
poignant advance for the doctor who pushed it through rigorous testing. Her 
toddler son will one day receive one of her kidneys, along with the genetically 
engineered therapy his mother helped produce. 

"It helped me cope by knowing ... I could do something that has potential not 
just for Jake, but I have a kinship for all the other kids who have this disease," 
said Dr. Susan Light, Hoffman-La Roche's lead researcher for Zenapax. 

The Food and Drug Administration approved the monoclonal antibody that 
blocks immune cells from attacking the new kidney during the first eight weeks 
after transplant, the riskiest period. 

Most important: Zenapax is administered together with standard anti-rejection 
drugs, but its highly specific target means it causes no additional side effects, 
the FDA said. For the first time, doctors can strengthen organ protection 
without additional risk. 

In a six-month study of 260 patients, 35 percent on standard anti-rejection 
treatment showed signs of kidney rejection compared to just 22 percent of 
patients with Zenapax, known chemically as daclizumab, added to the standard 
mix. 

''Adding daclizumab to other standard immunosuppressive treatments can be 
very beneficial for patients," acting FDA commissioner Dr. Michael Friedman 
said. 

Zenapax ultimately may help more than just kidney patients, because the 
immune system cells it blocks can attack any transplanted organ, explained Dr. 

12/11/97 8:36 PM 
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Ezio Bonvini, head of FD A's immunobiology lab. "We don't have the data at 
the moment," he said, "but this is very likely to" work on other transplants. 

Roche is preparing to test liver transplant patients, later heart transplants. 

About 38,000 Americans are on a waiting list for kidney transplants, and 
11,100 received them last year. For the rest of their lives, patients take strong 
drugs to suppress the immune system so it cannot attack the new organ. The 
drugs leave patients vulnerable to severe infections and can cause other serious 
side effects. 

Still, 40 percent of kidney recipients show signs of organ rejection that require 
additional drug treatment or even, in severe cases, another transplant or kidney 
dialysis. 

Light, a pediatrician, knew those statistics too well when, in 1994, her newborn 
son Jake Margolis was diagnosed with a type of polycystic kidney disease, a 
genetic disorder that destroys the kidneys during childhood. So far Jake is doing 
well, but eventually he'll receive a kidney from his mother. 

In 1992, Roche had put Light in charge of the clinical development of Zenapax, 
a sort of genetically engineered bloodhound made by fusing a mouse antibody 
with human immune components. It sniffs out activated T-cells, immune 
system cells programmed by the body to attack foreign substances -- in this 
case, the new kidney -- and blocks their attack. 

But Light had no idea yet if Zenapax worked. 

"I was a little skeptical," she said. After all, monoclonal antibody research had 
been touted for years but none had yet succeeded. She even considered turning 
Zenapax ·over to colleagues after Jake's birth, because the work had become too 
emotional. 

The baby was almost 1 when the first human tests showed Zenapax held 
promise for kidney transplants. Light raced to design tests that would give FDA 
the final proof -- and started seeing the first successful results in adults last 
year. 

Now Roche is testing children. In the first 25, only one has suffered organ 
rejection. On standard therapy, 30 percent do, Light said. 

Unlike other anti-rejection drugs that must be taken for life, kidney patients get 
five intravenous infusions of Zenapax during the first eight weeks after 
transplant. That's when the body is most furiously programming T-cells to 
attack the kidney and when anti-rejection drugs need a boost. 

"The analogy here is that T-cell activation is like a rocket ship taking off. It's 
harder to stop after it's cleared the launch pad," Light explained. 

As for Jake, Light says he'll get Zenapax with his transplant. "It's a no-brainer," 

12/11/97 8:36 PM 
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she said. "How ironic that this happened in my life. At least now, I can feel I 
made a difference." 

Well almost. 
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Organ and ti::.sue donation in the United States rely on the voluntarism, 
generosity, compassion and altruism of the American people .. A.s a 
nation we owe it to those who desperately need transplants to do 
everything we can to insure that 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 conunitment to do al! that it can to help those disabled or dying 
as a result of diseases and disorders by announcing ne\\ .. initiatives ain1ed 
al rnaintaining and enhancing the availability of human organs and 
tissue~ for transplantation. 

The transplant community has had no better friend than Al Gore. He 
has been a staunch advocate for patients seeking transplants, their 
families and friends. \\'hen, tnore then a decade ago, he was in the 
House of Representatives he became concerned about the plight of those 
seeking transplants. Al took the lead in making :-:;ure that the transplant 
community understood the importance of insuring chat. the distribution of 
freely donated organs and tissues be fair and equitable. He read and 
reflected on the idea of a then much younger bioethics professor to 
promote legislation requiring that every family that has suffered a death 
he 1nade aware of the option of organ and tissue donation by a properly 
tcained health tare professional. He moved this idea forward and saw tn 
it, when he himself moved on to the United States Senate, that Federal 
law guarantees ihat the offer of organ and tissue donation beco1ne a 
routine and widely accepted part of the process of coping with the 
tragedy of the loss of a loved one. The commitm.ent to doing everything 
possible to help those in need of transplants has continued throughout 
his tenure as Vice President. · 

---------
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I have been studying and wrestling with the subject of organ and tissue 
donation for n1any, inany years. I remain more convinced then ever that 
the keys to rnaintaining 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 we.11 serve these ends. 

I want to offer 1ny 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 
hi1n 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, altruisrn, and voluntarisrn. 

Arthur L. Caplan Ph.D. 
Trustee Professor of Bioethics 
Professor of Philosophy 
Professor of Cellular and Molecular 

Engineering 
Director, Center for Bioethics 
University of Pennsylvania 
Philadelphia PA 
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Organ and tissue donation in the United States rely on the voluntarism, 
generosity, c01npassion 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 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 \vhy I atn so pleased 
and enthusiastic that Vice President Gore has chosen to reiterate this 
nation's commitment to do al! that it can to help those disabled or dying 
us a resuir. of diseases and disorders by announcing ne\.v initiatives aimed 
al maintaining and enhancing the availability of human organs and 
tissues for transplantation. 

The transplant community has had no better friend than Al Gore. He 
has been a staunch advocate for patients seeking transplants, their 
families and friends. \\'hen, more then a d€X'ade ago, he was in the 
House of Representatives he became concerned about the plight of those 
~eeking transplants. Al took the lead in making ~ure that the transplant 
community understood the importance of insuring that the distribution of 
freely donated organs and tissues be fair and equitable. I-le read and 
reflected on the idea of a then much younger bioethics professor to 
promote legislation requiring that every family that has suffered a death 
be 1nade aware of the option of organ and tissue donation by a properly 
ti"ained ilecllti1 l'.are professi,)nal. He moved this idea forward and saw to 
[t, when he himself moved on to the Unitied States Senate, that Federal 
law guarantees that the offer of organ and tissue donation beco1ne a 
routine and widely accepted part of the process of coping with the 
tragedy of the loss of a loved one. The commitn1ent to doing everything 
possible to help those in need of transplants has continued throughout 
his tenure as Vice President. · 
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I have been studying and wrestling with the subject of organ and tissue 
donation for n1any, many years. I remain more convinced then ever that 
the keys to rnaintaining 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 1ny 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 
hi1n 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 voluntarisrri. 

Arthur L. Caplan Ph.D. 
Trustee Professor of Bioethics 
Professor of Philosophy 
Professor of Cellular and Molecular 

Engineering 
Director, Center for Bioethics 
University of Pennsylvania 
Philadelphia PA 
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Organ and tissue donation in the United States rely on the voluntarism, 
generosity, compassion and altruism of the American peop1c. As a 
nation we owe it to those who desperately need transplants to do 
everything we can to insure that 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 commitment to do al! 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 Al 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. Al took the lead in making sure that the transplant 
community understood the importance of insuring chat the distribution of 
freely donated organs and tissues be fair and equitable. He read and 
reflected on t.he idea of a then much younger bioethics professor to 
promote legislation requiring that every family that has suffered a death 
be 1nade aware of the option of organ and tissue donation by a properly 
trained health care professional. He moved this idea forward and sa\v to 
it, when he himself moved on to the United States Senate, that Federal 
law guarantees that the offer of organ and tissue donation beco1ne a 
routine and widely accepted part of the process of coping with the 
tragedy of the loss of a loved one. The commitment to doing everything 
possible to help those in need of transplants has continued throughout 
his tenure as Vice President. 
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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 1ny 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 
hi1n 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 voluntarisrn. 

Arthur L. Caplan Ph.D. 
Trustee Professor of Bioethics 
Professor of Philosophy 
Professor of Cellular and Molecular 

Engineering 
Director, Center for Bioethics 
University of Pennsylvania 
Philadelphia PA 
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C:OCt\~ HALL. 

The Honorable Albart Gore 
Vice President of the United States 
Washington, DC 

Dear Vice President Gore: 

1819 

December 12, 1997 TEL. (ll0Cll 9.24·.1741 

rAK. (6041 924· 1467 

I have learned, with great excitement, about the oi!iJan procurement Initiatives that you 
and Secretary Shalala will announce on Monday. 

Having i;erved as vice chair of the national Organ 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 Committee for several terms (Including the present), I have !o!lowed 
developments In organ transplantation with both great Interest 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 transplantabl9 organs and thus save llves and enhance the quality of those 
11Ve5. 

I look forward to your presentation on Monday and to Improvements in organ 
procurement and transp!antation as a result of the Initiatives that you and Sacretary 
Shalala plan to propose. 

All best wishea. 

Sincerely, 

~~·-,C~ 
James F. Childress 
Kyle Professor of Rellgloui> Studies 
Professor of Medical Education 
Co-Director, Virginia Health Policy Center 
Member, National Bioethics Advisory 

Committee 

C~ARi..01TICSVILL~, \'1'1GIN1"- 22903 



Remarks for Vice President Al Gore 
Announcement of National Organ Donor Initiative 

Monday, December 15, 1997 

[acknowledgments by advance] 

Rev. Downs receiving the heart of a generous friend -- Dr. Herrera's son Christian giving 
life to seven -- both these tragic and triumphant stories teach us the almost miraculous power of 
donation, and the crucial importance of a family conversation. If neither of our guests had ever 
known or talked about organ donation, Rev. Downs might not be with us today, and Christian 
Herrera might not have saved seven lives. That's why we've gathered here this morning: to 
announce a new initiative that will encourage more people to become organ donors, talk about it 
with their families, and help more patients get the life-saving transplants they need. 

\ \.J}sv-t=-
.__/ 

It was a story similar to these that first engaged me in the cause of organ donation. 
Fifteen years ago, a family in Tennessee sought my assistance in finding a liver donor for a dying 

C...\A..-tcJ family menrber. I did everything I could to help that family, but I also wanted to do something 
that could help every family caught in those awful circumstances. No one should have to leave 
the bedside of a loved one to search for a life-saving organ. 

This led to my role in writing and passing the National Organ Transplant Act of 1984. 
That -- along with subsequent legislation I was honored to help write and pass -- has created a 
fair and equitable national system that families now count on for recovering and distributing 
organs. We have come a long way since 1984. But we cannot rest. Not when 10 people a day 
are losing their lives waiting for an organ. And not when we can save those lives with a little 
more effort, a little more information, and a little more teamwork. 

That's why I am proud to announce today, our new National Organ and Tissue Initiative, 
which we believe can make a signficant increase in the number of organ donors across the 
country. 

First, I am pleased to announce several prominent new members in a national partnership 
committed to increasing organ and tissue donation all across America. The American Medical 
Association and the American Association of Family Physicians have agreed to encourage their 
members to discuss donation with patients. The American Bar Association will encourage its 
members to discuss donation with clients during the preparation of wills and estate planning. 
And the American Red Cross -- already one of the nation's largest providers of human tissue -­
has pledged to mount an enhanced effort to encourage organ and tissue donation. 

These organizations will join the Coalition on Donation, the Department of Health and 
Human Services, and many longtime partners in the clergy, the transplant community, the health 
care community, and the business community to ensure that organ donation is discussed all 
across America. These partners are here with us today, and I would like to publicly thank each 
and every one of them for their commitment to this cause. 



Second, we are taking a significant new federal action to help increase organ donation. 
We are proposing a regulation designed to ensure that hospitals notify Organ Procurement 
Organizations in the cafilU)f a death that could result in organ-denation. Currently, 27% of all 
deaths that could result in organ donation, do not result in organ donation -- because the family is 
never asked. We hope to work with the entire transplant community-- including providers, t-r·~i.pl~ 

. ~~ei\5tl~;s, and physicians -- to see that the final regulation ensures that all families in those c:: 

'. J circumstances are offered the option of organ donation -- so that they might have the opportunity 
to offer a life-saving gift to others. 

Third, I am pleased to announce a new effort of the Federal government to increase 
awareness among federal employees. All of the major cabinet agencies have agreed to promote 
awareness about organ donation by sending out six messages a year to their employees -- some to 
be included with employee pay stubs. I hope this effort encourages private sector employers to 
join us in doing more to raise awareness about organ and tissue donation. 

Finally, I am pleased to announce that the Department of Health and Human Services will 
sponsor a conference in the spring to help us identify the practices that are most effective in 
encouraging donation. 

Here on the eve of the 21st-century, advances in science, medicine, and technology have 
brought us great life-saving powers, but also a keen awareness of our life-saving limits: no 
matter how impressive our technology, we still cannot create a human heart -- a liver, a lung, a 
kidney. We cannot even preserve them outside a living body for more than a few hours. That 
means the power of our newest technology depends upon the strength of our oldest values: love 
of life, and love of neighbor. 

Those values are strong in America. Surveys have shown that almost all Americans 
support organ donation, and families almost always consent to organ donation when loved ones 
have expressed that wish. But not all families have thought about organ donation or discussed it. 
In fact, only half of those who want to be organ donors have told their families about their 
decision. That's why we're here today: To make a public commitment to inform every 
American about the fantastic life-giving opportunity of orgJrid~itation. To make sure all 
willing organ donors inform their families. And to make sure we can recover every single organ 
of every willing donor -- so that the loss of life for one, may result in the gift of life for many. 

Our partnership is large, our mission lofty, but our message very simple: "Share your 
life; share your decision." Thank you very much. 



VICE PRESIDENT GORE LAUNCHES NEW ORGAN AND TISSUE 
DONATION INITIATIVE . 

December 15, 1997 

Today, the Vice President is announcing a series of new Administration initiatives 
to increase organ donation. These initiatives, which build on the Administration's 
longstanding efforts to improve awareness about organ donation and are led by the 
Department of Health and Human Services, include: ( 1) new unprecedented 
private/public partnerships with businesses, consumers, physicals, health care 
organizations and others to increase awareness about organ donation across the 
country; (2) a commitment from the Federal government to do its share, by sending 
out six messages per year to its employees about organ donation; (3) a proposed 
regulation to ensure health care providers commit to a patient/family-sensitive 
process to encourage, where appropriate, organ donation; and (4) an ongoing 
commitment from the Administration to improve donation, including a conference at 
the Department of Health and Human Services this spring to examine the best 
ways to encourage donation. 

BACKGROUND 

More than 20,000 Americans each year receive organ transplants that save or 
enhance their lives. However, 4,000 Americans people die each year, 
approximately 10 per day waiting for an organ transplant. Today, more than 
55,000 people are on the national organ transplant waiting list. 

Only about half of Americans who want to become an organ donor have told their 
families of their wishes. The latest national Gallup study indicates that nearly all 
Americans would consent to donation if they know their loved one had requested 
it. Currently, when families are asked if their loved one wants to be an organ 
donor, only about half give consent, and often, its because the family does not 
know their loved ones' wishes. Another study found that 27 percent of families of 
potential donors were never approached about donation. Today the Vice President 
is announcing a series of new initiatives to help ensure that families have discussed 
the issue of becoming an organ donor and to ensure that family members of 
potential organ donors are asked to consider donation. These initiatives include: 

An Unprecedented Commitment for New Private/Public Partnerships to Increase 
Awareness. The Vice President and Secretary Shalala are announcing a series of 
partnerships the federal government has made with organizations to promote organ 
donation. 

The American Medical Association and The American Academy of Family 
Physicians have made a new commitment to encourage physicians to make 
organ donation materials available their offices and to discuss donation with 
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their patients. 

The American Red Cross will use its extensive community outreach network 
in a new campaign to promote awareness about organ donation. 

The American Bar Association will make a new commitment to encourage 
attorneys to discuss organ donation with their clients during estate planning 
through the distribution of materials, by providing continuing legal education 
programs, and through the encouragement of state and local bar associations 
to adopt resolutions resolution that urge attorneys to get involved in donor 
education efforts. 

These new partners join others who have already made impressive 
commitments to improve awareness about organ donation including: the 
Congress of National Black Churches, the Union of American Hebrew 
Congregations, The U.S. Chamber of Congress, the Washington Business 
Group on Health, the Home Depot, the American Association of Health Plans, 
the American Nurses Association, and the American College Health 
Association. 

A New Commitment From the Federal Government To Do Its Share to Increase 
Awareness About Organ Donation. 

All fourteen major Cabinet Agencies and the Executive Office of the 
President have agreed to provide their employees with information about 
organ donation six times per year, including information about donation on 
employee pay stubs. This effort will reach millions of federal employees as 
well as their families. The Administration also challenges all private entities 
to spread awareness about organ donation to their employees. 

A New Proposed Regulation to Ensure Families Discuss Organ Donation. 

The Vice President is also announcing a proposed regulation by the Health 
Care Financing Administration (HCFA) to revise its conditions of participation 
for Medicare hospitals to ensure that the families of potential donors are 
asked to consider donation. HHS will work closely with hospitals, OPOs, 
tissue banks and others in the transplant community to produce final rules 
that will ensure that opportunities for donation are not lost due to failure to 
identify potential donors. The Joint Commission on the Accreditation of 
Healthcare Organizations, which provides accreditation for most of the 
nation's hospitals, has also agreed to incorporate this approach. 

Ongoing Efforts to Find New Ways to Increase Organ Donation. 



The Administration will continue to work to identify the best approaches to 
increasing donation and priorities for future research. In this regard, the 
Department of Health and Human Services will hold a National Research 
Conference on organ and tissue donation in the spring of 1 998 to discuss the 
best practices for increasing organ donation. 

Page3')j 



BPD74SP als 174 

(4) The governing body, other organized group, or 

individual that assumes full legal authority and 

responsibility for the operation of the hospital appoints 

the medical staff's members and approves its bylaws. 

(c) Standard; Organ procurement responsibilities. 

(1) The governing body, other organized group, or 

responsible individual must ensure that the hospital has 

written protocols that--

(!) Identify potential organ donors as defined by the 

OPO with which the hospital has an agreement; 

(ii) Assure, through the OPO with which the hospital 

has an agreement, that the family of each potential organ 

donor knows of its option either to donate organs or tissues 

or to decline to donate; 

(iii) Encourage discretion and sensitivity with respect 

to the circumstances, views and beliefs of the families of 

potential donors; and 

(iv) Ensure that the hospital works cooperatively with 

the OPO with which the hospital has an agreement, in 

educating staff on donation issues, reviewing death records 

to improve identification of potential donors, and 

maintaining potential donors while necessary testing and 

placement of potential donated organs take place; 
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(2) The hospital must notify the OPO designated by the 

Secretary under S 486.316(c) of this chapter of all 

potential organ donors using protocols defined by the OPO. 

(3) A hospital in which organ transplants are 

performed must be a member of the Organ Procurement and 

Transplantation Network (OPTN) established and operated in 

accordance with section 372 of the Public Health Service 

(PHS) Act (42 u.s.c. 274) and abide by its rules. The term 

•rules of the OPTN• means those rules provided for in 

regulations issued by the Secretary in accordance with 

section 372 of the PHS Act. No hospital is considered to be 

out of compliance with section 1138(a)(l)(B) of the Act, or 

with the requirements of this paragraph, unless the 

Secretary has given the OPTN formal notice that he or she 

approves the decision to exclude the hospital from the OPTN 

and has notified the hospital in writing. 

(4) For purposes of this standard, the term •organ• 

means a human kidney, liver, heart, lung, or pancreas. 

s 482.115 condition of participation: Infection control. 

The hospitai maintains an effective infection control 

program that protects patients and hospital staff by 

preventing and controlling infections and communicable 

disease. 

(a) StandArd; Sanitary enyironment. The hospital must 

provide a sanitary environment by following acceptable 
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HCFA would need to review the new service site to assure 

that it meets the level of inteqration required for 

inclusion of the new site as a part of the provider. This 

will ensure that appropriate payment is made. we have 

issued instructions ~utlininq the criteria that must be met 

in order to demonstrate inteqration inherent in 

classification of an offsite service as part of the hospital 

in Proqram Memorandum A-96-7. 

Proposed S 482.110(b)(3) and (4) restate with only 

minor editorial changes current requirements concerning the 

governing body's responsibilities for an institutional plan 

and budqet, as well as the medical staff's bylaws. We 

propose to retain these requirements, in accordance with 

section 186l(e) of the Act. 

Under proposed S 482.llO(c), we would redesiqnate, with 

chanqes, the requirements under existinq S 482.12(c)(5) 

concerninq a hospital's responsibility to identify potential 

orqan donors. We recoqnize that these provisions, in 

particular the requirement that a hospital have written 

protocols addressing various aspects of its organ 

procurement responsibilities, are more prescriptive and 

process-oriented than other parts of these proposed rules. 

However, we believe it is necessary to retain these 

regulations in their existing form to implement section 1138 

of the Act, which specifically requires written hospital 
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·protocols for organ procurement. The changes to this 

section are discussed below. 

we are revising S 482.llO(c)(ii) (formerly 

99 

S 482.12(c)(5)(i)(A)) and addinq a new requirement under 

S 482.llO(c)(l)(iv) concerninq orqan procurement 

organizations (OPOs) and hospitals. The development of 

these requirements is in response to issues raised durinq 

public hearinqs held by the Department on December 11 

throuqh 13, 1996, to examine the allocation policies for 

liver transplantation and to receive comments reqardinq 

methods to increase orqan donation. Durinq those hearinqs, 

it became abundantly clear that there is a critical shortage 

of orqans available for lifesaving transplantation. While 

the science of transplantation has made proqress over the 

last two decades, lives that could be saved continue to be 

lost because of an inadequate supply of donor orqans. For 

example, an estimated 12,000 to 15,000 deaths.occur in the 

United States each year that could yield suitable donor 

organs, yet in 1996 no more than 5,400 resulted in 

donations. In April 1997, approximately 52,000 Americans 

were waiting for orqan transplants. Therefore, we believe 

it is appropriate to propose revisions to the current 

hospital conditions relating to organ donation. 

The existing regulations merely repeat the language in 

section 1138 of the Social Security Act which requires 

hospitals to assure that fami::es are advised of the riqht 
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to donate or not donate .organs, encourage discretion and 

sensitivity to family values, and notify an OPO of potential 

donors. We are proposing to revise the hospital conditions 

of participation regarding organ donation to emphasize the 

role and relationship.of the OPO in the process. 

Specifically, we are proposing to specify that the 

hospital must ensure that the family is advised, through the 

OPO with which the hospital has an agreement, of their right 

to donate or decline to donate (S 482.llO(c)(l)(ii)). This 

proposal is based on research in the field of organ donation 

that indicates that consent to donation is highest when the 

request is made by the staff of the OPO rather than the 

hospital. OPO staff are specialty trained medical 

personnel. They have training in bereavement counseling and 

extensive experience in dealing with families undergoing the 

loss of a loved one. They have knowledge of brain death and 

are particularly skilled in making complicated medical 

terminology understand~ble to a grieving family. Most 

importantly, organ donation is their principal field, 

whereas hospital staff have numerous other responsibilities. 

Further, donor consent rates tend to be higher when there is 

a time lapse between the hospital notifying the family of a 

death and the request for organ donation. In proposing this 

change, we considered the possibility that we might be 

viewed as holding hospitals responsible for ensuring that a 

function, such as advising a family of their organ donation 
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rights, be performed without providing them with the ability 

to control the situation. That is, the hospital cannot 

control the OPO and may consider that it may be a victim of 

poor OPO performance. The conditions of coverage for OPOs 

include performance standards that hold OPOs accountable for 

achieving a specified number of donors and organs based on 

the size of the population it serves. We believe these 

performance standards will motivate OPOs to provide 

satisfactory service to hospitals. Moreover, we note that 

the proposed hospital conditions hold hospitals accountable 

for ensuring that they have written protocols and do the 

following: 

• Identify potential organ donors as defined by the 

OPO with which the hospital has an agreement; 

• Notify the OPO of such potential donors; 

• Assure, through the OPO with which the hospital has 

an agreement, that the family of each potential organ donor 

knows of its option either to donate organs or tissues or to 

decline to donate; 

• Encourage discretion and sensitivity with respec~ 

to the circumstances, views and beliefs of the families of 

potential donors; and 

• Ensure that the hospital works cooperatively with 

the OPO with which the hospital has an agreement, in 

educating staff on donation issues, reviewing death records 

to improve identification of P·~tential donors, and 
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maintaining potential donors while necessary testing and 

placement of potential donated organs take place. 

We expect that if the hospitals and OPOs are not 

achieving the desired results the hospitals would 

reevaluate and revise their protocols. Hospitals would not 

be cited for a deficiency of this standard if the hospital 

has appropr~ate protocols, regardless of the success of OPO 

staff in acquiring donors. 

· We also are proposing to revise an existing requirement 

that specifies that the hospital must notify OPOa of 

potential orqan donors. There is a qood deal of variability 

among hospitals in referral patterns. Some hospitals do not 

call the OPO unless they have determined that the patient is 

medically suited to be a donor and the family has consented. 

On the other hand, some hospitals refer all deaths to the 

OPO. Most hospitals have established criteria, such as aqe 

or absence of systemic disease, to determine if a potential 

donor should be referred to the OPO. 

In evaluating the organ donor shortage and the actions 

that hospitals may take with regard to donor referral, we 

considered the following options: 

• Maintain the current requirement which provides 

hospitals with ·the flexibility to determine appropriate 

referrals through their written protocols; 

• Require mandatory reporting of all death of 

patients under age 75 to the OPOs; and 
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• Require mandatory reporting of deaths to OPOs using 

protocols defined by the OPOs. 

During our analysis, we identified a number of 

advantages and disadvantages to each of these alternatives 

before we concluded with the proposal to require mandatory 

reporting of deaths to OPOs using protocols defined by the 

OPO as discussed below. However, we are specifically 

soliciting comments on the advantages and disadvantages of 

the various options, and inviting identification of 

additional alternatives and empirical data supporting 

various opinions, durinq the public comment period. 

The advantaqes of the current requirement, which 

specifies that hospitals have a protocol for referring 

potential donors, are that it provides hospitals with 

desired flexibility and it reiterates the language of the 

statute. However, there are significant disadvantages to 

this approach. The primary concern is that many hospitals 

have never referred a potential donor. As noted above, we 

believe that there has been a large number of potential 

donors that have been missed; that is, we believe the number 

of potential donors is double to triple the number of 

current donors. We are concerned that this flexibility has 

resulted in a significant number of hospitals failing to 

refer all potential donors and some hospitals not referring 

any donors. Some hospitals view as potential donors only 

those in whom consent to donate has already been obtained 
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and do not even attempt to ask other families about the 

possibility of donating; others refer only when they 

consider the deceased to be a good candidate or when they 

believe the family may consent to the donation. This leads 

to a loss of opportunity for families for whom the gift of a 

loved one's organ may be the first step in the healing 

process as well as the loss of a substantial number of life­

saving organs. 

· We also considered the alternative of requiring 

referrals of all deaths to the OPO. The State of 

Pennsylvania has implemented this practice. The resulting 

increase in donation in Eastern Pennsylvania has been at 

least 10-percent. We believe telecommunication technology. 

currently exists to permit low-cost and efficient 

implementation of a policy requiring referrals of all 

deaths. OPOs that have implemented such programs indicate 

that reporting of an individual's death and relevant medical 

information takes only 5 to 10 minutes of time by hospital 

staff. Under such a system of mandatory death reporting, it 

is reasonable to assume that no potential donor will go 

unidentified and few, if any, families of potential donors 

will go without being given the opportunity to donate. This 

system also has the advantage of relieving hospital staff of 

the burden of making any assessment of donor suitability or 

the families' willingness to donate. Finally, as more 

families are educated about :~1dn donation, even if they 
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decide not to donate, myths that inhibit organ donation may 

be dispelled. 

Despite the major advantages to this alternative, there 

are two potential problems. First, there is clearly a 

significant cost involved in providing and interpreting 

information on over 1 million deaths annually. Conservative 

implementation estimates of this alternative are about $4 

million annually (1 million deaths times 5 minutes of 

hospital and OPO time at an assumed average salary coat of 

$50,000), and may be as.great as $8 to $10 million. 

Arguably, the saving of even a single statistical life would 

justify such a cost, using standard benefit-cost analysis 

assumptions. Nonetheless, we recognize that these costs 

should not be imposed if less costly approaches can also 

achieve increased organ donation. Second, such a system of 

mandatory reporting could create difficulties where 

hospital-CPO relations are strained. OPOa that have 

implemented systems for reporting of all deaths (either 

mandated by State law or voluntarily) have reported that 

mandatory reporting has been difficult at some hospitals. 

In discussing this alternative with the OPO industry, we 

have been advised by some OPOs that they are concerned about 

implementing such a system because they would have to handle 

a large number of unproductive referrals. That is, of the 

approximately 1 million deaths annually, only about 12,000 

to 15,000 are potential organ donors. The problem of 
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strained relationships would be exacerbated in areas where 

the OPO does not desire to implement mandatory referral of 

all deaths. 

This proposed regulation includes the requirement that 

hospitals report all potential donors using protocols as 

defined by the OPO. This alternative has the advantage of 

providing support for OPOs in dealing with recalcitrant and 

low referral hospitals, while providing a great deal o·f 

flexibility for OPOs to respond to local community 

situations and resource limitations. As noted above, we 

solicit comments on alternatives that could be more 

responsive to the national organ shortage. We also welcome 

comment on whether an outcome standard could be used to 

determine hospital compliance. In principle, procedural 

standards related to organ procurement could be replaced by 

an outcome standard related to organ recovery. However, we 

are not clear as to how to design or implement.an effective, 

low-cost standard. 

Finally, we are proposing to add a new requirement that 

specifies that hospitals work cooperatively with the 

designated OPO in educating hospital staff on donation 

issues, reviewing death records to improve identification of 

potential donors, and maintaining patients while necessary 
. . 

testing and placement of potential donor organs take place 

(proposed S 482.llO(c)(l)(iv)). We do not believe this 

requirement is unduly burdenscme on hospitals since all 
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reasonable hospital costs· incurred with respect to any organ 

procurement effort are paid. We invite comments on the 

content of this new requirement. 

13. Infection Control CS 482.115) 

The present requirements on infection control 

CS 482.42) were promulgated as a separate COP largely due to 

the seriousness of the problem of nosocomial infections. 

Nosocomial infections subject patients to significant 

additional pain and risk, prolong hospital stays, and lead 

to significant additional costs in health care spending. 

We propose to maintain a separate COP on infection 

control because we believe it is vital for protecting 

patient health and safety. We propose to retain most of the 

standards under the current COP, but we would strengthen its 

focus by requiring hospitals to take appropriate actions 

that result in improvement when problems are identified in 

their infection control programs. This is in concert with 

the proposed quality assessment and performance improvement 

COP, of which infection control must be an integral part. 

The propose~ infection control condition places 

accountability on hospitals to prevent, control, ,and 

investigate infections and communicable diseases, and take 

actions that result in improvements. However, the proposed 

condition allows flexibility for hospitals to determine how 

to meet these objectives. This includes the flexibility to 
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