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3/6/1995 - 3/31/2002 °-YI. Adjusted on
Graft Survival (recipients)

LRD, 2 Haplo Match  0.93 Ref. 3,517

LRD, 1 Haplo Match  0.88 <0.001 14,547
LRD, 0 Haplo Match  0.87 <0.001 2,967
LURD, Spousal 0.88 <0.001 3,584
LURD, Non-Spousal 0.87 <0.001 3,472

Donor / recipient age, sex, race ethnicity;
recipient cause of ESRD, PRA, time on dialysis,
previous kidney transplant, and year of transplant



Concern for the protection and well-being of the living
donor prompted the transplant community to develop a

A Consensus Statement on the Live Organ Donor

The person who gives consent to be a live orgasr dbould
be competent, willing to donate, free of coenmedically and
psychosocially suitable, fully informed of thesreskd benefits
as a donor, and fully informed of risks, benafiid,alternative
treatment available to reciplent

The benefits to both donor and recipient must ayhwiee
risks associated with the donation and transpiantat the
living donor organ. Donors should not be callea tpdonate
In clinically hopeless situations.  JamA 2000; 284: 2919 - 2926
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Ethical Issues Regarding Incentives

Remove the financial disincentive
to be a live organ donor
by providing a reimbursement for expenses
by removing the risk of losing wages

entailed in being a live donor




Removing the Disincentive to Donate:

8 The existing NOTA legislation does not prohibit
"reasonable payments associated with the removal,
transportation, implantation, processing, preservation,
guality control, and storage of the human organ or the
expenses of travel, housing, and lost wages incurred by
the human donor in connection with the donation of the
organ”.

8§ The Frist Dodd Organ Donation and Recovery
Improvement Act endorsed the expense reimbursement of
live donors but absent was language that would sanction
payment that enriches a vendor.




Reimburse expenses and potentially withheld salary:

OPTN/UNOS live donor committee recommends that employers continue
the compensation for employee wages otherwise lost during medical leave
following donor hospitalization. (Employee Donor Leave Act)

The difference between this approach and an organ sale is that monetary
profit is not the motivation for donation.

However, the employee donor leave provision does not render the donor
financially responsible for doing the good deed of donation. A
reimbursement of expenses or a continuation of salary by an employer is
an ethically acceptable approach, removing a disincentive for living donors.




She saves mom,
gets fired for it

Thursday, November 22, 2001
By Carol Smith
Seattle Post -Intelligencer Reporter

Nancy Bevilacqua, who was an assistant manager for the
Christopher & Banks clothing store, was fired last month
for donating a kidney to her mother Sharon Kibler | ust
before the start of the holiday gift -buying season.

"I was devastated," she said. "l couldn't believe a
corporation would do that.”

Store says giving woman time off to donate kidney w ould
have set “precedent”.




Incentive models to increase living kidney
donation: encouraging without coercing.

Israni A, Halpern S, Zink S, Sidhwani S, Caplan A. Am J Transplant. 2005 5 (1):15-20.

Describe four models of incentives to improve rates of living

kidney donation:
8 market compensation,
§ fixed compensation,
§ no-compensation,

§ expense reimbursement.
Safeguards to prevent:

8 vulnerable individuals from being coerced into donation.




The OPTN/UNQOS hearing

on Public Solicitation of Organs
June 6, 2005

8 No OPTN objective to have a public campaign for
live donors ---- to solicit for live donors;

8§ The strategic plan of the OPTN will be to provide

Information

medical accessibility

a registry of donor events

an assurance of follow up care

for those who are willing to donate.




The OPTN Strategic Plan

§ Establish a OPTN Membership and Professional
Standards Committee review of immediate post
operative live donor complications

8 (within 6 months of the procedure) to include:
S report of a death;
§ return to the operating room,;
8 rehospitalization ;

§ organ failure requiring placement on the
OPTN waiting list




Ethical Incentive for Live Donors:
reimbursement for expenses, employee wages

§ Sustains organ donation as a charitable and
noble act,

8§ Would not overcome societal and religious
objections to organ sales and payments,

8 Would be consistent with Congressional view,

8 Would not exploit the poor for the rich,

8§ Would be consistent with the OPTN approach to
seek to remove disincentives for those who are
willing to be donors.




3/6/1995 - 3/31/2002 °-YI. Adjusted on
Graft Survival (recipients)

LRD, 2 Haplo Match  0.93 Ref. 3,517

LRD, 1 Haplo Match  0.88 <0.001 14,547
LRD, 0 Haplo Match  0.87 <0.001 2,967
LURD, Spousal 0.88 <0.001 3,584
LURD, Non-Spousal 0.87 <0.001 3,472

Donor / recipient age, sex, race ethnicity;
recipient cause of ESRD, PRA, time on dialysis,
previous kidney transplant, and year of transplant



New England Region has devised a system
that would enable either
simultaneous live donor exchange  —paired donation

or
a live donor/deceased donor list -paired exchange
to Incompatible recipients

In circumstances of biological obstacles
of donor recipient ABO incompatibility.




Paired Live Kidney Donation
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Paired Live Kidney Donation
cross match and ABO incompatibility
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|IOM report

§ Can a "payment" to donors be legitimately
construed as anything other than a purchase
or an incentive:

can it be viewed as a token of appreciation?




Transplantation 0

THE OFFICIAL JOURNAL OF THE TRANSPLANTATION SOCIETY
2002 Apr 27: 73 (8):1361-7.

Financial incentives for cadaver organ donation:
an ethical reappraisal.

Arnold R, Bartlett S, Bernat J, Colonna J, Dafoe D,  Dubler N, Gruber S, Kahn J, Luskin R,
Nathan H, Orloff S, Prottas J, Shapiro R, Ricordi C , Youngner S, and Delmonico FL.

A panel of ethicists, organ procurement organization executives,
physicians, and surgeons was convened by the sponsorship of
the American Society of Transplant Surgeons to determine
whether an ethically acceptable pilot trial could be proposed to
provide a financial incentive for a family to consent to the

donation of organs from a deceased relative.



Principles of an Acceptable Program of Financial
Incentive for Voluntary Cadaveric Organ Donation:

encourages altruism
preserves concept of gift
conveys gratitude

no undue inducement

undermine personal values and decision making
preserves voluntariness
does not lead to commodification of organs

honors the deceased (doesn’ t dishonor)

does not violate the dignity of the human person



Principles of an Acceptable Program of Financial
Incentive for Voluntary Cadaveric Organ Donation:
. serves the public good

maintains public trust

reflects just public policy

maintains public perception
of organ donation as good

. does not alter patient care
by premature withdrawal of care

. does not place recipients at increased risk
by jeopardizing integrity of organ pool.
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Surgeons Back Study Of Payment for Organs
Plan Aimed at Boosting Donor Rates

By Susan Okie
Washington Post Staff Writer
Tuesday, April 30, 2002.

Facing a severe and worsening shortage of organs
for transplantation, the ethics committee of the
American Society of Transplant Surgeons has
endorsed a pilot program under which the family of
someone who dies could be offered a small sum of
money to thank them for agreeing to donate their

relative's organs.






opposes payments for living and deceased organs

payments would ... exploit the most vulnerable

members of our society.

arbitrarily assign a market value to body parts,
conceivably differentiated by gender, ethnicity,
and the social status of the vendor.

ASTS objections to payment for donor organs
are at the very core of a democratic society
that considers all to be created equal.




President’s Council on EthicSs (eric cohen

"It Is Impossible to separate the ethical-political debate
over cadaveric organs

from the debate over living organ donation

allowing reimbursement for funerals of the deceased
but not payment for living donors who wish to sell one
of their organs...

The greatest objection to such a policy Is that it opens

C
t

oor to a greatly increased commodification of body;
nat it puts different prices on different body parts;

t

nat It risks creating new tensions and new divisions

between surviving family members at the bedside
about whether or not to take the money.”













NY Times May 23, 2004




Rothman The Organ Market New York Review 2003










Unprecedented Monthly Donor Records




Estimating the number of potential organ donors In

the United States.

Sheehy E, Conrad SL, Brigham LE, Luskin R, Weber P, Eakin M,
Schkade L, Hunsicker L. N Engl J Med. 2003 Aug 14;349(7).667-74.

With the current 50 % conversion (donation) rate nationally,
there are approximately 7000 deceased (brain dead) donors per year.

Increasing the conversion rate to 75 % derives 10,000 donors per year.

The current rate of yield (organs transplanted per donor) at 50 %
donation rate is approximately 3,

which results in a total transplantation experience of approximately
20,000 organs annually;

Increasing the number of donors to 10,000 (even at the same yield)
results in 30,000 organs transplanted,;

Increasing the yield to 4 organs per donor as targeted

results in 40,000 organs transplanted annually.




UNOS Wait List Registrants 1995- 2004
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Section 301 of the National Organ Transplant Act
(NOTA), 42 U.S.C. 274e 1984 states.

“It shall be unlawful for any person

to knowingly acquire, receive or otherwise transfer
any human organ for valuable consideration

for use in human transplantation”.






Ethical Incentive for Live Donors:
Reimbursement for Expenses

§ Sustains organ donation as a charitable and
noble act,

8§ Would not overcome societal and religious
objections to organ sales and payments,

§ Wou

§ Wou
§ Wou

C
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be consistent with Congressional view,

not exploit the poor for the rich,
be consistent with the OPTN approach to

help those who are willing to be donors without
placing undue coercion.







J. Walin et al
Overall MGH Survival

Survival Plot

S
=
S
h
>
0p)

0.000
0.0 1000.0 2000.0 3000.0 4000.0

SurvDay




The Amsterdam Forum:
Care of the Live Kidney Donor

Matas, A., Bartlett, S., Leichtman, S, and Delmonico, F. L.
Survey of United States Transplant Centers.
American Journal of Transplantation. 2003; 3 (7) 8 30-834.

148 centers: approximately 10,000 donors
5144 (52%) open, 1984 (20%) HA LN, and 2747 (28%) n on-HA LN.

2 donors (0.02%) died from peri-op complications

(1 PE at 5 days, 1 intracranial bleed);

1 donor is In a persistent vegetative state

following Iintraop bleeding -related hypotension (all 3 LN).

3 others died in first 6 mo from causes
unrelated to operation (1 murder, 1 suicide, 1 br  ain injury).




The Amsterdam Forum:
Care of the Live Kidney Donor

Donors needing transplants:

56 previous living donors identified in UNOS datab  ase
having been subsequently listed for deceased donor
kidney transplantation with more than 50,000 live k  idney
transplants performed since 1987.

At the time of the donation,
the donors ranged in age from 17 to 61, average age  of 31.

Time from donation to listing ranged from 2 to 32 y ears,
with a mean and median of 15 years.

Ellison, M.D., McBride, M.A., Taranto, S.E., Delmonico, F.L. and Kauffman, M.H.
Living kidney donors in need of kidney transplants. Transplantation 2002; 74:1349-1354.




Kidneys Transplanted, Discarded or Functioning
by Cumulative RR Cut -Points
for Definition of Expanded Donor
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Model for End Stage Liver Disease

MELD is a numerical scale,

ranging from 6 (less ill) to 40 (gravely ill),

that is used for adult liver transplant candidates.
based on three laboratory values:

serum creatinine, total bilirubin and INR

the score is predictive of the risk of death in the absence of a liver
transplant within the next three months.

The formula is as follows:
MELD SCORE = 10{0.957 Ln (Scr) + 0.378 Ln (Thil) + 1.12 Ln (INR) +
0.643







Lung Allocation Score




OPTN Lung Regqistrations

B <12 years old

@ Inactive > 12 years old

B Active, > 12 years old,
LAS =0

B Active, > 12 years old,
LAS >0

O Total Lung
Registrations

Mar-05 Apr-05 May-05

LAS for transplant recipients range from 27.94 to 83.85, median of 36.83.




Heart Transplants and Wait List
at Year End — 1988 - 2004

— Transplants — Wait List




Heart 1-Year Post transplant
Patient Survival
by Status at Transplant

95% Confidence

Status at Transplant Survival Rate
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The Amsterdam Forum:
Care of the Live Kidney Donor

Donors who are hypertensive:

Gil Thiel reported a 7 year follow up on 18 donors
who were hypertensive at the time of nephrectomy.

At 7 years following nephrectomy
10/18 donors were on antinypertensive treatment
(5 with one, 3 with two and 2 with three medications).

6 of the 18 donors (hypertensive at donation)
were normotensive at 7 years following nephrectomy
without any treatment.

Hypertension at the time of nephrectomy
may be due to stress conditions before donation.




The Amsterdam Forum:
Care of the Live Kidney Donor

Donors who are not hypertensive:

Gil Thiel reported 73 donors 7 years after nephrectomy
who were not hypertensive at the time of nephrectomy:
only 15 were on antihypertensive treatment

(12 on one, 2 on two and 1 on three medications).

Renal function of the 18 donors hypertensive at nephrectomy
was no different than the 73 normotensive donors.

At 7 years, the mean estimated creatinine clearance

for the hypertensive donor group was 71 £ 19 (median 67),
not statistically different

for the initially normotensive group 75 £ 17 (median 73).




The Amsterdam Forum:
Care of the Live Kidney Donor

Donors who are hypertensive:

Mark Stegall reported upon Mayo experience.

GFR (as determined by iothalamate clearance corrected for body weight)
of 25 hypertensive donors

was not statistically different

than 150 normotensive donors

prior to nephrectomy or at 1 year post donation.

BP was easlily controlled in all  hypertensive donors
with angiotensin receptor blocker and diuretics.

none had microalbuminuria.




The Amsterdam Forum:
Care of the Live Kidney Donor

Donors who are hypertensive:

BP should preferably be measured by ABPM,
particularly among older donors (>50 years)
and/or those with high office BP readings;

Patients with a BP >140/90 by ABPM
are generally not acceptable as donors;

Some patients with easily controlled hypertension,
who meet other defined criteria: for example age>50 years,
GFR >80 ml/min, urinary albumin excretion <30 mg/day

may represent a low-risk group
for development of kidney disease after donation

and may be acceptable as kidney donors.
Hypertensive donors followed by transplant nephrologist.




The Amsterdam Forum:
Care of the Live Kidney Donor

Pregnancy after live kidney donation:

Annika Tibell and Anders Hartmann  concluded
that donor nephrectomy is not detrimental
to the prenatal course or outcome of future pregnan cies.

No data to suggest that hyperfiltration associated with

the combination of unilateral nephrectomy and pregn ancy
leads to significant hypertension, proteinuria,

change in GFR, or abnormalities of the urinary sedi  ment.

It was recommended however to delay pregnancy
until at least 2 months after nephrectomy

to assess renal compensation prior to conception
Including blood pressure, GFR, and microalbuminuria




The Amsterdam Forum:
Care of the Live Kidney Donor

Acceptable Donor Renal Function:

o All potential kidney donors should have GFR estimat ed;

Creatinine based methods may be used to estimate GF
however, creatinine clearance
(as calculated from 24-hour urine collections)
may under or overestimate GFR in patients
with normal or near normal renal function;

Calculated GFR values (MDRD and Cockcroft-Gault)
are not standardized in this population
and may overestimate GFR;

A GFR < 80ml/min or 2SD below normal
(based on age, gender, BSA corrected to 1.73/m  ?)

generally preclude donation.




lantation

THE OFFICIAL JOURNAL OF THE TRANSPLANTATION SOCIETY
2003; 76(8): 1257-60.

Is This Live Organ Donor Your Patient?

Francis L. Delmonico, M.D. and Owen S. Surman, M.D.

As a patient , the donor is not a client or a commodity

whose interests can be summarily overcome by

. a recipient’s needs,
. a transplant center’s goals,
. government regulation of a vendor sale,

. donor demands for surgeon to perform a procedure.




