" RECOMMENDATIONS TO THE DEPARTMENT OF HEALTH
AND HUMAN SERVICES
'REGARDING

THE ORGAN PROCUREMENT AND TRANSPLANTATION NETWORK

L ALLOCATION,OFA LIVERS FOR TRANSPLANTATION:

National Transplant Action Committee (NTAC) believes that every~ patient on the
waiting list for a liver transplant should have a fair opportunity to find a donor and |
receive a transplant. The waiting times for medically simiiar patients should be the
same. This can be achieved by ehmmatmg the arbltrary local OPO boundaries and
allocating organs on a wider basns ,

NTAC is keenly sensitive of how lmpor‘tant local access to organ transplants can be.
Many of us went through our transplant experiences at a time when there were fewer
liver transplant centers. And, the distance that individuals had to travel tofinda
hospital performing liver transplants was much farther than today.

NTAC has analyzed the UNOS ULAM modelling data to determine what impact
wider sharing would have on local access. We compared the current allocation
system with the various other allocation options modelled by UNOS. We believe that
greater sharing, based upon medical necessity, will have a minimal impact on local
access. Assuming that ariy center unable to perform more than 10 transplants per
year would close, we found thatvapproximately 12 centers would fall below an annual
volume of 10 liver transplants per year and become vulnerable. However, of these,
only two centers performed more than 10 transplants in 1995. The 12 centers were in
larger metropolltan areas with at-least one other transplant center within reasonable
travel distance. If these 12 centers closed, another center would be nearby and
patients would continue to have easy access to a local transplant center. |

NTAC has also examined the geographic location of all centers that perforrhed
fewer than 20 transplants in 1995. Once again, we found that 80% of those centers
are in large metropolitan areas with at least one other liver transplant center near by.
Another seven of the smaller centers are within a three to four hour driving time of a
larger liver transplant center
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NTAC finds that wider sharing of livers in liver transplantation will equalize waiting
times while not having any significant impact on local access to liver transplantation.
Our findings ensure that low income and Medicaid covered patients would continue to
have the same access to transplantation as is usually the case. ‘

We support an outcome-based public policy in liver transplantation. The HHS
allocation rules should embrace a public policy that will foster equity among patients
waiting for transplants while still enabling the medical community the flexibility to adapt
medical criteria to changing techhology. Therefore we propose that HHS adopt the |
following principles:

The OPTN contractor shall maintain a system of allocating
organs for liver transplantation that:

a. prioritizes patients on the national waiting list based upon
medical necessity, ,

b. utilizes geographic regions large enough to ensure that the
waiting times for all indivduals on the national waiting list
within the same medical status are approximately the same, and,

c. ensures that patients listed in a higher priority status are
offered a donated organ before patients of a lower priority.

Currently, the process of prioritizing patients on the national waiting list is loosely

. based upon whether the patient is in the ICU, is an in-patient at a transplant facility, is
homebound and under care, or is still functional either at school or work. We believe
that medical critieria for each status should be established based more upon -
measureable clinical indicators and conditions.

In addition, the current OPTN contractor, UNOS, has recently implemented a policy
change that gives highest priority for liver transplants to patients with limited, mostly
acute, conditions and reduces «the 'highest priority previously given to patients with
chronic conditions. UNOS claims to have promuigated this rule change based upon
the belief that patients with acute conditions have a lower post-transplant mortality rate -
than those patients with chronic conditions. ,

According to data recently published in the 1996 UNOS Annual Report, patients
transplanted because of acute liver conditions actually have a higher post-transplant
mortality rate than patients with chronic conditions. The one year and three year
survival rates for patients with acute liver failure are 70.8% and 67.6% respective'ly.



The same rates for all patients are 80.0% and 73.6%. Even if one assumes that all |
acute liver failure patients were Status 1 when transplantated, the same rates for all |
status 1 patients are 69.9% and 64.1%. Clearly, the scientific data do not support the
UNOS policy decision. o
Instead, NTAC believes that the recent UNOS rule changes were based upon

distrust among transplant centers and the manner in which individuals are prioritized
for liver transplants. Patients with acute liver failure are very clearly identifiable and
there is little question about their medical urgency. We propose that HHS adopt the
following regulation with respect to these issues: -

The OPTN contractor will develop clearly defined medical
criteria for prioritizing patients in each status on the national
waiting list for liver transplants. Such critieria shall:

a. provide that the most medically appropriate individuals
with the greatest medical need for a liver transplant be given
the highest priority on the waiting list, and,

b. be based upon sound verifiable medical and sczentzfzc
prmc1p1es

The OPTN contractor shall establish a system of monitoring
transplant center compliance with the patient listing and
prioritization standards, either through regional review boards
or through a single national review board. Any wolatzons of the
established rules shall be reported to the Secretary.

Finally, with respectto liver allocation, NTAC is concerned that the use of total

. waiting time on the transplant list, as a means of selecting patients for transplant, may
encourage premature listing on the waiting list and result in a larger waiting list than is
actually necessary. Therefore we suggest: : | '

In so far as the use of total cumulative waiting 11st time, as a.
means of prioritizing patients for liver transplants, may result
 in the premature transplantation of patients with chronic liver
disease and may artificially inflate the transplant waiting list,
waiting time in each medical priority status shall be calculated
seperately and only waiting time in the patient’s current
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medical priority status shall be considered when selecting
patients for organ transplants from those individuals on the
waiting list. :

I1. OVERSIGHT AND OPERATION OF THE OPTN:

NTAC is very concerned about the organization of the OPTN and the role that the
public, through qualified transplant recipients and patient advocates, has in the
operation, organization, and rule making of the OPTN. The OPTN contractor’s board
of directors and its rule making process are dominated by the transplant centers.
There are over 250 transplant center members and fewer than 12 géneral public
members of UNOS. :

In recent years, UNOS has increased the number of transplant recipients on the
. board of directors. However, the process by which these individuals are selected for
the board is still dominated by transplant centers. As such, the patients and members
of the general public who are selected for service on UNOS committees and the
UNOS board are carefully screened and the patients’ message filtered. Although the
number of recipients, family members and donor family members on the UNOS board
has increased, transplant centers control the debate and the votes and the public
policy positions of the leading transplant patient advocates and orgamzatnons contmue
to be ignored. . ,

The recent hearings on liver allocation conducted by HHS in Bethesda MD offers
a clear example of the problem. Representatives from NTAC, Transp|ant Recipients
International Organization (TRIO), the American Liver Foundation, as well as many
patients and recipients from around the country, were unanimous in t'heir'support of
HHS and its rule making authority on this matter. However, UNOS respbnded by
claiming overwhelming support for its positions at the hearing. In a letter to the UNOS
board of directors, UNOS president James Burdick criticized the patients who testified
against UNOS as “profoundly ignorant” about the matters in this debate. ‘The fact is
that many of those who spoke on behalf of changing the system have followed this
debate closely since its beginning and have studied the UNOS data very thoroughly.-
Their problem is not ignorance. Instead, it's the fact that they understand the situation
all too well that has earned them the contempt of the UNOS presndent



Not only is there a real lack of representation of patient interests on the UNOS
board, there is also a disproportionate level of representation afnong the transplant
centers themselves. Centers that perform 10 transplants per year have as much input
into UNOS policy as those centers performing 200-300 transplants per year. Those
centers performing a greater number of transplants represent more patients, more
transpiam professionals, and a greater stake in our public policy on organ
transplantation. |

NTAC also has concerns about whether the OPTN contractor should be in a
position to promulgate public policy in organ transplantation when its members and
.board of directors have such a personal financial interest in the outcome of any such
policy decisions. We believe that the public policy decisions should be made
independent of special interests.

There is nothing expressed or |mpI|ed in the National Organ Transplant Act that
requires the OPTN and the OPTN contractor be one and the same. The U.S. Senate
concurred on this point during its deliberations on the National Organ Transplant Actin
1996: “ The Network was described in the original law as a ‘private entity.’” The
committee views the original designation as a ‘private entity’ to represent an
independent voluntary organization which would function outside of a government
agency, with government oversight, and would represent the interests of the public
and the transplant community. The committee believes that the original designation
was not a legislative mandate that the Network should become a subsidiary of, and
therefore synonymous with, the Networkvcohtractor.” »(U.S; ‘Senate report 104-256, :
April 22, 1996.) -

Therefore, NTAC proposes that the Secretary establish a Na tional Organ

Transplant Oversight and Advisory Committee as follows:

The Committee should include representatives from
transplant professionals, other health care professionals, civic
and public leaders, and the public at large.

I. Representatives of transplant professionals would be
selected by the Secretary from the various specialties in
transplantion and include representatives of organ procurement
_organizations and histocompatability labs.



H Health care professionals would be selected by the
Secretary and could not be employed by the Network contractor,
a transplant center, an OPO, or a h1stocompatab111ty lab.

III. All other public members would be selected by the
Secretary and could not be directly employed by a transplant
center, an OPQO, or a histocompatability lab. ‘

. a. The Secretary would solicit recommendations from
transplant advocacy organizations in the selection of public
members and give priority to transplant recipients and family
members of transplant recipients and donor families.

IV. All rules and regulations, as well as amendments to

exzstmg rules and regulations, promulgated by the OPTN
contractor and directly related to the operation of the OPTN,
would be subject to revzew and approval of the Committee and
the Secretary.

a. Any proposed changes would be forwarded
immediately to the Committee upon approval by the OPTN board.

b. Within 60 days the Committee would submit its report
and recommendations to the Secretary on any proposed rules
changes. During this 60 day period, the Committee may request
from the OPTN, and. the OPIN shall provide, data and information
to support and explain the changes. The Committee may receive
and consider data and information from other sources as well.

c. Within 30 days after receipt from the Committee, the .
Secretary would publish the proposed changes as approved or
modified by the Committee for public comment and proceed to
finalize the rule as requxred in the Administrative Procedures
Act. -
' d. Upon showmg good cause, the OPTN board may request'
immediate implementation of a proposed rule. The Committee
may approve the implementation of an interim rule that would
be in effect until the proposed rule is adopted amended, or
rejected by the Secretary :

V. The Committee, at its discretion, may propose changes to
the OPTN rules and regulations and submit those proposals to
the Secretary for review and approval.



THE IMPACT OF GREATER ORGAN SHARING
ON THE AVAILABILITY OF LIVER TRANSPLANTS

AT THE “LOCAL” LEVEL
| PREPARED BY
NATIONAL TRANSPLANT ACTION COMMITTEE

INTRODUCTION:

There has been a great deal of speculation about the inipact that a
system of greater organ sharing might have on the availablity of local
transplant centers in the field of liver transplantation. The current 'system ﬂ
of organ allocation gives priority to all loéal patients on the waiting list
before a donated organ is made available to any other patients on the
national waiting list. Patient advocates have been calling for a system that
would direct livers to the most medically needy patients through a System
of wider sharing of organs across local and regional boundaries.

Those opposed to “medical needs based sharing” have argued that such ‘
a system will benefit a few large transplant centers and result in the
closure of many other small to medium liver transplant centers. -

We believe that this is the first analysis to date that attempts to
determine the impact that greater organ sharing would have on access to
transplantation. We have analyzed data developed by the 'United Network
for Organ Sharing (UNOS) and have concluded that an allocation system

. based upon medical need would not have a detrimental impaét ona
- patient’s ability to gain access to a nearby liver transplant center. We
compared the current ysystem with pné that is needs based. The
alternative syste‘m would allocate livers to all patients on the national
waiting list with the same medical urgency before patients with a lower
‘medical priority. V ‘



~ We have concluded that under such a syStem only about 12 liver
transplant centers would be at risk of closing because of a lack of volume.
Most of the country’s 101 transplant centers would see little change in
their overall status. In fact, greater sharing would result in fewer 1ow
volume transplant centers and an» increase in medium to large transplant
centers. leen the impact that volume and experience have on patient
survival, we conclude that changmg the current system will also have a
positive 1mpact on the quality of care available in our nation’s liver ‘
transplant centers. ’

METHODOLOGY

Our analysis is based upon information developed and published by
UNOS. UNOS created the UNOS Liver Allocation Model (ULAM) as a tool to -
evaluate the impact that changes with liifer'allocation would have on the
‘sy'stem. ULAM computer reports include a variety of éutcome
rneasurementsvincluding the number of livers imported or exported for
any__ given region. By comparing the results of different allocation
algorithms we can determine any net increase or decrease in the livers
available for transplan.tation in each of the UNOS regions. We have used
the ULAM data in conjunction with the UNOS Report of Transplants by
Center 1988-1995.

We grouped the transplant centers to determine the total transplants
performed in each region in 1995 and then adjusted the total depending
upon the change in the exports/ impdrts according to the ULAM data. We -
then prorated the difference equally across all the transplant centers in
the region.

This analysis could be enhanced by determining the export/import rate



for each local OPO service area. However, we feel that this method of
analysis still provides an accurate appraisal of the impact that greater
sharing would have on liver transplantation.

In our examination of the data we compared the current system to one
that allocates livers according to medical priority (ali status 1 patients
locally, regionally, and nationally before transplanting patients with a
lower medical status). These different Systems are modelled as policy
number 95 (current policy) and policy 97 (proposed) and were included in
the Report of the UNOS Liver and Intestine Committee for the November
1996 UNOS board meeting.

RESULTS

We assumed that a transplant center would close if the following
conditions existed: 1. the volume of the center decreased to the point
where it performed fewer than 10 liver transplants per year, and 2. it was
not associated with a larger transplant program (ie. a children’s hospital
paired with a larger transplant program). We found that 12 liver
transplant programs would be in jeopardy of closing because of a lack of
volume. However, ten of those centers already performed fewer than 10
liver transplants in 1995 while the two others only performed 10-24
transplants.

The mix of small, medium, and larger transplant centers would remzﬁn
relatively similar between the two systems. The number of centers
performing fewer than 10 transplants per year would decrease by 50%.
There would be virtually no change in the composition of the remaining
transplant centers. However, the proportlon of transplant centers
performing more than 25 transplants per year would mcrease from 54% of



all centers to 60%. , 4

Finally, there would not be a dramatic increase in the number of
transplants performed in the country’s largest transplant centers (centers
performing more than 100 transplants annually). In 1995, the largest
centers performed 1218 transplants and accounted for 31.1% of all liver
transplants. Under a medically baséd system those centers would perform
33.0% of all transplants for a total of 1293.

CONCLUSIONS

Claims that a needs based allocation system based upon wider sharing

~ of organs would adversely impact access to trarisplant programs are
unfounded based upon the UNOS data. Using our Criteria, we find that 89
of the 101 hospitals performing liver transplants in 1995 would continue
to remain viable and provide service to a broad cross—'Secton of the
country. Of the 12 centers in jeopardy of closing, only 2 of those centers '
performed more than 10 liver transplants in 1995. In total, the 12 at risk
‘transplant centefs performed a total of 65 liver transplants in 1995,
accountjng for 1.7% of the total for the country as a whole.

Geographically, the 12 centers serve patients in 10 locations. Of these,
six of the locations are in large metropdﬁtan areas that include at least one,
larger, li\}er transplant cehter. Two of the other locations are within two
hours driving time of another transplant center and one other is within
three hours driving time of a larger center. The final location is more
remote and is approximately four to five hours driving time from the
~ nearest transplant centers. |
The ULAM data has shown that a medically based allocation system is

much more equitable than the current system. The proposed Vsystem. used



- in our analysis showed the lowest regional standard deviation in the ratio
of liver transplants to patients on the waiting list. Liver transplant
patients could also benefit from a higher quality of care that a needs based
system might provide. A relationship has shown to exist between
transplant center volume and patient survival. In 1995, 54% of the
nation’s transplant centers performed 25 or more procedures. Under the
medically based sharing system that percentage would increase to 60%.

- The development of the nation’s liver transplant system has been an . |
ad-hoc process.' Hospitals have been able to open and operate liver
transplant centers by simply meeting the professional medical and staffing
requlrements of UNOS. There has been no needs based plannmg ‘Asa
result we have 2 transplant centers in a city of 200,000 that served only
16 patients in 1995. In a city of 500,000 1nd1v1duals, 3 transplant centers

~performed a combined total of only 31 transplants. In another region of
the country, a hospital is attempting to begin a liver transplant program
despite the fact t.hat less than 1 hour away, 4 transplant centers perform a
combined total of about 100 liver transplants per year. Clearly, very 11tt1e

“thought or planning has gone into our transplant system

A system that allocates organs based upon medical nece551ty helps

. correct this problem. A needs based system ensures that the most

medically deserving patients are given the highest priority when a
donated liver is found. By controlling the flow of resources in this manner
we can overcome the ad-hoc system that has developed throughout the
past decade and move closer to a system that meets the health care
demands of the American pﬁblic. Changirig the liver allocation system will
not have the adverse impact on “local access” that many have claimed.
Instead, needs based allocation will steer resources in the direction of '
those regions, and those patients, where the nation’s health care system -
can derive the greatest benefit. |



“TABLE 1
" VOLUME UNDER PROPOSED SYSTEM
09 10-24 25-49 50-99 100+
1995 VOLUME |

0-9 ’ 11 1
10-24 | 19 3
25-49 | 5 21 4
150-99 6 12 1

100+ . R | 6

The left hand column represents the catagories of liver transplant
centers based upon 1995 volume. The top row shows the impact of the
- proposed allocation system. For example, of the centers performing 25-49
transplants in 1995, 5 would perform 10-24 transplants under the
proposed system, 4 would perform‘50-99 transplants, and 21 would
remain in the same catagory. | I |

TABLE 2
LIVER TRANSPLANT CENTERS CATAGORIZED
| BY VOLUME
CURRENT SYSTEM NEEDS BASED
0-9 22 11
10-24 24 25
25-49 30 30
50-99 19 | 16
100+ 6 R « 7

TOTAL 101 89



) -

UNUD BABVUALYL paa

%

12704795 WED 0944 FAX 330 sa1v

_ Regiohal Waiting Time Comparison

Number of Day:
160 e

w=Current Median Waiting Time to Liver Tx
== Projected Median Waiting Time to Liver Tx

140
120 }|
100

fiver recovery.

1 2 3 5 6 7 8 9 10 M
UNOS Regions
1552-54 Aciussi resuiis vs. ULAV projections based on liver recovery rates at all OPOs UNOS
- being equal to the top OPO. Recovery rate for 1995: 30 danors per miition and 80% /N

030

pG:81 NHL 96-G-

BN

L1£185909 ‘ON Rvd

b0 'd



Mean Actual Pan‘ A Charge ($OOOs) for Entxre Stay in 1995

26, BT o

Liver Transplantatfon at Major Programs in Umted States -

400

350 | gm

250
200

150

" Pt A chg ($000s)|

100

50"

SOUACE: A. W. Evans, Ph.D., Section of Heailh Services Evaluation, Mayo Clinic, Rochester, MN. o ' , V A. % n

300 | S

3SH OAUW Wda2: 18

-$127.6 e e

Piltsburgh UCLA. ~UCSF  Nebraska Wisconsin Baylor Michigan VML Sinai Mayo Clinic UAB
Transplant program '



~ Liver Transplants Performed
1988-1995

1988 1989 1 990 1991 1992 | 1993 1994 1995

All Other Transplants B UPMC Transplants




Q'W L.N-é( WQHSPM

:fg,j, ' 5 ’ (F‘ IQ l-J/ "Q;x“" o?év*%q,..
- , University of Cincinnati ek ST "\w ”l"d ’ Eollego of Medlclne

Medical Center
Department of Surgery

Division of Transplantation

231 Bethesda Avenue
Cincinnati, Ohio 45267-0558
Phone (513) 558-1846
Fax (513) 558-3580

Douglas W. Hanto, M.D.; Ph.D.
Assoclate Professor of Surgery

December 2; 1996 °

" The Honorable Donna Shalala .
Secretary of Health.and Human Services
200 Independence Ave., S.W.
Room 615F , ‘ ‘ : .
Washington D.C. 02201 y

Dear Madame Secretary: ,

We are concerned about recent actions taken by your office that are outlined in a letter from Philip
R. Lee, M.D., Assistant Secretary for Health, to James F. Burdick, M.D.,- President of the United Network
for Organ Sharing (UNOS) dated November .8, 1996. These actions appear to have been taken, at least.
in part, because of your concern with the specific recommendations regarding liver allocation policy made
by the Liver and Intestinal Organ Transplantation Committee to the UNOS Board of Directors that were
unanimously approved by the Board. In addition there appears to be a perception that the discussions
and decisions concerning liver allocation has lead to what Dr. Lee has termed “. . . considerable
unresolved controversy within the transplant community.” We would like to offer our perspectlve on the
recent decisions concerning liver allocation and your response to these decisions. We represent 74 of the
119 registered liver transplant programs in the United States (62%). Our programs performed 2,316 liver
transplants in 1995 out of a total of 3,846 (60%).

We would like to emphas:ze that .over the past three years liver allocation has been studied
‘extensively. using the UNOS. Liver Allocation Model (ULAM). This computer modeling allows the
assessment of the impact alternative liver distribution and allocation policies have on several performance -
measures that involve measures of utility and equity. These performance measures were agreed upon
after extensive study and solicitation of input from the transplant community, patients, government, and lay
public. Utility measures include total (non-repeated) transplants, percent of transplanted patients who
survive greater than 2 years, number of post-transplant life years, probability of receiving a transplant, and
probability of dying on the waiting list. Equity measures include waiting time, differences in percent of
status types transplanted by region, and local use of organs and.its impact on organ donation. The large
amount of complex data from these modeling efforts has been discussed and debated in many different

~.forums, but most importantly within the committee structure set up by UNOS ‘including the Liver and
Intestinal Organ Transplantation Committee, the Patient Affairs Committee, and the Allocation Advisory
Committee. These committees represent a broad spectrum of individuals interested in transplantation
including transpiant surgeons ‘and physicians, nurses, patients, lawyers, ethicists, governmental
representatives, and the lay public. ) '

The data from the UNOS ULAM did not reveal a distribution scheme that, in the majority opinion of
the Liver and Intestinal Organ Transplantation Committee, was superior to the current system. After much
debate and deliberation, however, several changes to refine the current' system were proposed fo the
UNOS Board of Directors. These proposals were issued for public comment on'August 13, 1996. Public
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forums were held in St. Louis September 25-16, 1996 and extensuve publ:c comment was received
concerning these proposed changes. As a result of this input, a revised proposal was submitted by the )
Liver and intestinal Organ Transplantation Committee to the UNOS Board that was unammously approved
on November 13, 1996. ~

We agree with the proposal to elumlnate the Status 4 category and redefine Status 1 to mclude '
patients with acute fulminant liver failure, primary graft non-function within 7 days of transplantation,
hepatic artery thrombosis within' 7 days of transplantation, acute decompensated Wilson’s disease, and
pediatric liver transplant candidates with ornithine transcarbamylase (OTC) deficiency and those under
age 12 with chronic liver disease in an intensive care unit. This clarification of the urgency status code
definitions gives priority to. the patients who, as a group, have the most urgent need. This proposal has
widespread support nationally and includes a group of patients with excellent long-term survival if
transplanted in a timely manner. There has been a misconception that patients with decompensated
chronic liver failure are being disadvantaged and that a change in policy has been made to transplant
patients with higher survival rates. The fact is that the major impetus for this change was to improve
access to livers for patients with less than two weeks to live. ltis true that this group has a higher survival
rate than Status 2 patients with chronic liver disease, but this was not the driving force for change. As with
any rule or guideline, there will be valid exceptions that do not fit within the clearly defined boundaries. .

There may be unusual cases where Status 2 patients rapidly decompensate and meet the criteria of less = .

than two weeks to live. We support the suggestion that a regional or broadly based national committee be
formed to consider exceptions to these criteria similar to the "Exceptional Case Revsew and Momtonng
System proposed for the minimum listing criteria.

We also agree with the development of more uniform minimal listing criteria and a regional peer
review system for monitoring compliance. The implementation of uniform minimal listing criteria will be
necessary to achieve more equitable access to organs for patients on the waiting list and will hopefully
lead to more. uniform waiting times. it will, at the very least, allow a more accurate comparison of waiting
times without the variability of differing listing criteria. We strongly support the idea of a monitoring
system to provide peer review of patients being listed to be certain that these criteria are implemented
fairly and appropriately. We believe that the implementation of uniform minimal listing criteria and an
"~ effective peer rewew system must be in place przor to con&deratnon of any wnder sharing schemes than
currently exist. »

We have recounted some of the pertment facts regarding the recent controversy over liver
allocation to emphasize our support for the proposal that was approved by theé UNOS Board and for the
process that was used to arrive at this decision. We believe the improvements in the liver distribution and
" allocation policy are in the best interests of patients waiting for liver transplantation and balance utility and
equity based on the analysis of the data available. We do not believe there is “. . . considerable
unresolved controversy within the transplant community”. On the contrary, the widespread support for this
proposal among the liver transplant programs in the United States is evidenced by the signatures of 61
liver transplant program directors attached to this letter. There are a small number of programs who do not
agree with the current system and the proposed revisions and.have mounted a public relations campaign
in the press, in Congress, and in the Executive Branch to try and influence public opinion outside the
established system for change i.e. UNOS. We strongly disagree with this approach.

. . 4
This brings us to what we believe is the only unresolved controversy concerning liver aliocation

and that is who determines allocation policy. When Congress established the Organ Procurement and.
Transplantation Network (OPTN), the Department of Health and Human Services was authorized to grant™

¢
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the OPTN contract, thrre‘ntly held by UNOS; and to oversee the activities of the OPTN (section 372 of the
Public Health Service Act}. [t has been the opinion of Congress, UNOS, and the transplant community
that making and implementing allocation policy was the responsibility of UNOS. UNOS has a system of

.committees with defined roles and responsibilities that involve a broad spectrum of individuals with an

interest in transplantation and the patients we serve. In the case of organ allocation policy, the UNOS
Board of Directors receives input from several committees depending on the particular organ and issue of
- concern. ltis a system that is responsive to change and has been shown to work. In fact, we believe the
process by which liver allocation policy has been made, studied, and revised is an excellent example of
how UNOS and its committees can consider a broad range of opinions on a controversial subject and
arrive at a fair and equitable decision. We do not believe anyone has argued that these decisions are
perfect or may not require revision in the future as circumstances change.

Furthermore, we are concerned with what appears to be a change in policy by HHS. Several of
us in a meeting with Deputy Secretary Thurm were reassured that HHS had no desire to make or mandate
organ allocation policy. He recognized that the issues were scientifically complex and were best decided
within the committee and board structure of UNOS. Only if UNOS approved a policy that was clearly
contrary to federal ltaw or polxcy would HHS intervene. We respectfully request that this position be
maintained.

-In summary, we who represent a majo_rity of the liver transplant programs and patients waiting for
liver transplantation, urge you to recognize the authority and effectiveness of the current OPTN: in
resolving controversial issues concerning organ procurement, distribution, and allocation. UNOS has
strong support within the transplant community and the impact of an attempt by HHS to determrne policy
without an overriding need will lead to an éven stronger reaction from the entire transplant community than
what has recently occurred in response to this threatened action. We urge you to-maintain your previous
policy of recognizing the authority of the OP FN to determine policy.

Thank you very-much for allowing us the opportunity to express these opinions.

¢cc . Philip R. Lee, MD.
Judith Braslow
Walter Graham
James Burdick, M.D.



M. Michael I. Abecassis, M.D.
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Duke University Medical Center

A. Benedict Cosimi, M.D.
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Stephen P. Dunn, M.D.
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Umversnty of North Carolina at Chapel Hill

Ronald M. Ferguson M.D., PH.D.
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"Ronald S. * Filo, M.D.

Indiana Uniyersity School of Medicine

Robert Fisher, M.D., FACS
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Preface

This edition of Currenr Opinions with Annotations of the Council on Ethical and
Judicial Affairs replaces all previous editions of Current Opinions. It is one
component of the American Medical Association's Code of Ethics: the other
components are the Principies of Medical Ethics. Fundumental Eiements of the
Patient-Physician Relationship. and the Reports of the Council on Ethical and
Judicial Affairs. The Principles and Fundamental Elements ure published in
Curreni Opinions winht Annoations. Reports are published separately.

The Principles of Medical Ethics are the primary component of the Code.
They establish the core ethical principles from which the other components of the
Code are derived. The Principles were revised most recentiv in 1980,

Fundamental Elements of the Patieni-Phvsicizn Relationship enunciates the
basic rights 10 which patients are entitied-from their physicians.

“Curren: Opinions-with Annotarions reflects the applicauon of the Prinéiples of
Medica! Ethics i more than 133 specific ethical issues in medicine. including
healin care rationing, geneud 1esting. withdrawal of fife-sustuning treatment, and
family vioience. Much as courts of law elaborate on constitutional principles in
their opinions. the Councii.develops the me=aning of the Principies of Medicul
Ethies in 1 opinions, Accordinghy. each opinion'ts Toliowed by one or more
roman numerals that identiry the Principtets) from which the opinion is derived.
Each opinion 15 also foliowed by a fis: of annotations thar refiecy citations 1o the
opinion in judicial rulings and the medical. ethical. and legal literature.

The Reports discuss the rationale behind many of the Council's opinions.
providing a detatied analysis of the relevant ethical considerations.

All four components of the AMA's Code of Ethics need to be consulted 10
determine the Assoriation’s positions on ethical issues. In addition. the AMA's
House of Delegates at times issues statements on ethical issues. These statements
are contained 1n 4 separate publiication, the AMA Policy Compendium. Because
the Council on Ethical and Judicial Affairs is responsible for determining the
AMA's positions on ethical 1ssues. statements by the House of Delegates should be
construed as the view of the House of Delegates but not as the ethics policy of the
Association. i S

Medical ethics invotve the professional responsibilities and obligations of
physicians. Behavior rejating to medical etiquetie or custom is not addressed in
Current Opinions With Annoiations. The opinions that foliow are intended as
guides to responsible professional behavior, but they are not presented as the sole
or only route to medical morality. .

No one Principle of Medizal Ethics can stand alone or be individually applied
to a stuation. In zll instances, it is the overall intent and influence of the Principles

Vit




of Medical Ethics that shall measure ethical behavior for the physician. Council =~
opinions are issued under its authority 10 interpret the Principles of Medical Ethics
and to investigate general ethical conditions and all matters pertaining to the
relations of physicians to one another and to the public.

The Council on Ethical and Judicial Affairs erlxcourages comments and
suggc‘stions for future editions of this publication.

Council on Ethical and Judic{ial Affairs

1994-1995 © . 1995-1996
John Glasson, MD. Chair . Charles W, Plows, MD. Chair
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2.16

patients who suffer unexpected cardiac death may be cannulated and perfused with
cold preserving fluid (in situ preservaion) to maintain organs. Both of these
methods may be ethically permissibie, with attention to certain safeguards.

{1) When securing consent for life support withdrawal and organ retrieval. the
health care team must be certain that consent is voluntary. This 1s particularly true
where surrogate decisions about life-sustaining treatment may be influenced by
the prospect of organ donation. If there is any reason (o suspect undue influence, a
full ethics consultation should be required.

(2) 1In all instances, itis critical that there be no conflict of interest in the health
care team. Those health care professionals providing care at the end of life must be
separated from providers participating in the transplant team.

3) Further pilot programs should assess the success and acceptability of organ
removal following withdrawal of life-sustaining treatment. '

(4) In cases of in situ preservation of cadaveric organs. the prior consent of the
decedent or the consent of the decedent’s surrogate decisionmaker makes perfu-
sion ethically permissible. Perfusion without either prior specific consent o
perfusion or general.consent to organ donation violates requirements for informed
consent for medical procedures and should not be permited.

(5) The recipients of such procured organs should be informed of the source of
the organs as well as uny potential defects in the quality of the organs. so that they
may decide with their physicians whether to accept the organs or wait for more

' suitable ones.

{(6) Clear chinical criteria should be devzioped to ensure that only appropriate
candidates. whose organs are reasonably likelv to be suitable for transpiantation,
are considered eligibie (o donate organs under these protocols.

Issued June 1996 based on the reports “Ethical Issues in the Procurement of
Organs Following Cardiac Death: The Pittsburgh Protocol™ and “Ethical Issues in
Organ Procurzment Following Cardiac Death: In Situ Preservation of Cadaveric
Organs,” issued December 1994.

__ Organ Transplantation Guidelines. The following statement is offered for cuidance

of physicians as they seek to maintain the highest level of ethical conduct in the
rransplanung of human organs,

(1) In all professional relationships between a physician and a patient. the
physician’s primary concern must be the health of the patient. The ﬁh_vsician owes
the patient primary aliegiance. This concern and allegiance must be preserved in
all medical procedures. including those which involve the transplantation of an
organ from one person-to another where both donor and recipient are patients.
Care must. therefore. be taken to protect the rights of both the donor and the
-recipient, and no physician may assume a responsibility in organ transplantation
unless the rights of both donor and recipient are equally protected. A prospective
organ transplant offers no justification for a relaxation of the usual standard of
medical care for the potential donor.

3]
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(2) When a vital. single orgen is to be transplanted. the death of the donor shall

* have been determined by at least one physician other than the recipient’s physi- .

cian. Death shall be determined by the clinical judgment of the physician, who
should rely on currently accepted and available scientific tests.

(3) Full discussion of the proposed procedure with the donor and the recipient or
their responsible relatives or representatives is mandatory. The physician should
ensure that consent to the procedure is fully informed and voluntary, in accordance
with the Council’s guidelines on informed consent. The pﬂysician's interest in
advancing scientific knowledge must alwayvs be secondary to his or her concern
for the patient. ‘
{4) Transplant procedures of body organs should be undertaken (a) oniy by
physicians who possess special medical knowledge and technical competence
developed through special training. study, and laboratory experience and practice.
and (b) in medical institutions with facilities adequate to protect the health and
well-being of the parties o the procedure.

(57 Recipients of organs for transpiantation should be determined in accordance
with the Council’s guidelines on the ‘allocation of limited medical resources.

{6) Organs should be.considered a national. rather than a local or regional.

resource. Geographicai priorities in the allocation of organs should be prohibited

-except when transportation of organs would threaten their suitability for transplan-

tation.. .
(7) Patients should not be piaced on the waiting lists of muitiple local ransplant
centers. but rather on a single waiting iist for eachriype of organ. (1. [I1. V)

Issued prior to April 1977,

Updated June 1994 based on the report “Ethical Considerations in the Allocation
of Organs and Other Scarce Medical Resources Among Patients.” issued June
1993. In addition. the 1986 Report of the U.S. Task Force on Organ Transplanta-
tion is an excellent resource for physicians involved in organ transplantation.

Journal 1987 Discusses the 1ssue of the right of the individual 10 consent to organ removal and
then examines the doctrine of {nformed consent as it 1s applied in the context of live organ
donation. Evaluates the extent to which removaj of non-regenerative organs disrupts the basis
for application of the traditional informed consent model. Additional attention is devoted to
special concerns regarding consent in cases of children and incompetent patients. with consider-
ation of the role of judicial review in these tvpes of cases. Quotes Opinion 2.15 (1986) [now
Opinion 2.16]. Adams, Live Organ Donors and Informed Cansent: A Difficult Minuer 8 J. Legal
Med. 555, 360-61 {19871

Medical Applications of Fetal Tissue Transplantation. The principal ethical
concern in the use of human fetal tissue for transplantation is the degree to which
the decision to have an abortion might be influenced by the decision to donate the
fetal tissue. In the application of fetal tissue wansplantation the following safe-
guards should appiy: (1) the Council on Ethical and Judicial Affairs’ guidelines on
clinical investigation and organ transplantation are followed. as they pertain to the
recipient of the fetal tissue transplant (see Opinion 2.07, Clinical Investigation,
and Opiriion 2.16. Organ Transplantation Guidelines): (2) a final decision regard-
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Summary Statements‘of Various Religious Grodps

AME & AME ZION (African Methodist Episcopal)
Organ and fissue donation is viewed as an act of neighborly !ove and charity by these
denominations. They encourage all members to support donation as a way of helpmg others.

AMISH . - ‘
The Amish will consent to transplantation if they believe itis for the welH)emg of the transplant

‘recipient. John Hostetler, wordd renowned authority on” Amish religion and professor of

anthropology at Temple. University in Phitadelphia, says in his book, Amish Society, “The Amish
believe that since God created the human body, it is God who heals. However, nothing in the
Amish understanding of the Bible forbids them from using modem medical services, including

- surgery, hospitalization, dental work, anesthesia, blood transfusions or immunization."

ASSEMBLY OF GOD
The Church has no official policy regarcﬁng organ and t&sue donation. The decision to donate
is left up to the individual. Donation is highly supported by the denomination.

BAPTIST

Though Baptists genefaliy believe that organ and tissue donation and transplantation are
ultimately matters of personal conscience, the nation’s largest protestant denomination, the
Southem: Baptlst Convention, adopted a resolution in 1988 encouraging physicians to request
organ donation in appropiiate circumstances and to "...encourage voluntarism regarding organ
donations in the spirit of stewardship, compassion for the needs of others and alleviating
suffering.” Other Baptist groups have supported organ and tissue donation as an act of chanty

‘and ieave the decision to donate up to the individual.

BRETHREN

While no official position has been taken by the Brethren denominations, according to Pastor
Mike Smith, there Is a consensus among the National Fellowship of Grace Brethren that organ
and tissue donation is a charitable act so long as it does not impede the life or hasten the death

. of the donor or does not come from an unbom child.

BUDDHISM ‘ ‘ '

Buddhists believe that organ and txssue donation is a matter of individua! conscience and p!ace
high value on acts of compassion. Reverend Gyomay Masao, president and founder of the
Buddhist Tempile of Chicago says, "We honor those people who donate their bodies and organs

to the advancement of medical science and to savmg lives." The impottance of iettmg loved

ones know your mshes is stresed

CATHOLICISM , ‘ .

Catholics view organ and tissue donation as an act of charity and love. Transplants are morally
and ethicaily acceptable to the Vatican. According to Father Leroy Wickowski, Director of the
Office of Health Affairs of the Archdiocese of Chicago, “We encourage donation as an act of
charity. Itis something good that can result from tragedy and a way for families to find comfort

- by helping others.™ Pope John Paul Ii has stated, “The Catholic Church would promote the fact

that there is a need for organ donors and that Christians should accept this as a 'challenge to
their generosity and fratemal love’ so long as ethical pnnaples are fonowed -

3/ 4
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Type abstract below. Be sure to stay within border.
REGIONAL WAITING TIME DIFFERENCES: A UNOS STUDY OF THE
LIVER WAITING LIST

Geographic variability in pretransplant waiting times continues to be an

(F.m' office use}

A. TOPIC CATEGORIES (Check One)

A. Immunobiology
1. T cell activation/B cell

area of debate in transplantation. The underlying reasons for variability are activation -

complex, however contributing factors include regional organ recovery —2 ﬁ‘;’gfggﬁg‘;‘é/ gggg&g on
rates, waiting list sizes and candidate characteristics such as first or repeat . - 3. Cytokines/Chemokines

. transplant, medical urgency status, blood type, race and age. In order to —_'4' Chronic refect]

examine variability in liver waiting times, all primary registrations added . dection

to the waiting list between 1993 and 1995 (N=18,993) were analyzed. For T cuppresson
each UNOS region, and for the U.S. overall, a ratio (R/T) -of the number 6. Tolerance

of registrations -to the number of organs recovered and subsequently 7. Animal miodels
transplanted was calculated. R/Ts were compared with regional median —8' Mediators of Tissue In
waiting times (MWT), stratified according to UNOS medical urgency —'9’ Xemotransolantatl ury
status at listing and at time of transplant (status at listing/status at —— fenolransplan’ation
transplant) as shown below. Status 3 and 4 patnents were combmed mto —10. Others

onegroup. - - % Clinical Triats
Region | RT . /1 _2/1 272 341 3,412 3,4/34 ‘Overall’ C. Kidney Transplantation -

A 114 4 8 5 .61- 57 8 = 64 A i I())]tnlcal e . ,

. R D). Pancreas an ney - rancreas

g %gé o g *7* . 131 gg ‘ gg {23 ‘ 17113 Transplantation - Clinical’ ‘
D 215 4 10 17 89 126 321 -~ 238 __E. Intrathoracic Organ

E 1228 4 22 27 80 128 172 139 X Transplantation - Clinical

F 2.29 4 14 18 82 100 - 202 162 - F. Liver and Intestinal

U.S. 264 4 12 15 95 127 243 164 Transplantation - Clinical

S{ 3.05 3 11 13 77 125 323 182 G. Bone Marrow Transplantation

318 5 10 20 136 112 279 - 193 - o '

I 350 210 13 91 158  + 278 S e verioadi

J 419 6 13 53 235 215 580 423 I. Pediatric Transplantation -
K 472 5 17 56 122 182 862 290 All Organs

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

Waiting times across regions for the most medically urgent patients were

relatively uniform. Regional MWTs were longest and variability was

largest when patients were both listed and transplanted as-status 3 or 4.

For such patients, MWTs were particularly long in two UNOS regions,
where corresponding R/Ts were also very high. This suggests that waiting
times for those patients and regional R/Ts could be reduced through

increased organ recovery, increased interregional organ sharing, and/or
redistribution of waiting llst sizes to be more in proportlon to local Qrgan
availability.’

Maureen A. McBride, Mary D. Ellxson, CharlesF Shleld Leah E. Bennett,
H. Myron Kauffman, Umted Network for Organ Sharmg, Rlchmond,
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Email: mcbridmaf@unos.org
Person to present abstract if different than corresponding author:

C. Intematlonal Young Investigator
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NA FIONAL TRANSPLANT AC FION COMMl Irr LE A E‘\ |

70 SEWALL AVE =
'BROOKLINE, MA 02324 |, | § _
- (617) 566-3430 - S~

April 14; 1997 . o B S

Mr. Chris Jennings

Office of Domestic Policy
The White House
Washington, DC 20500

‘Dear Chris,

. Thanks for meeting with me on Wednesday (4/9/97) to
discuss some of the ongoing concerns of ‘the National Transplant
Act. The original framers of the transplant legislation hoped
to establish a fair and equitable. natlonal system for all
patients needing treatment. . .

The “system" has ‘come a long way since 1984 when there
were a handful of medical facilities offering transplant
‘services. A single national system would offer hope to all
patients no matter where they lived in the country. Some of the
recent deliberations regarding allocation have highlighted
ongoing problems. The confusion between the role of the
‘Transplant Network and the contractor (UNOS) regarding the
formulation of public policy has led to the current debate
within the transplant community. The contractor wants little
- Federal oversight and feels it’s most knowledgeable to formulate
~rules and public policy. We feel that Federal oversight is
essential if we are to assure all citizens that the system is
~fair, The contractor declares itself to represent the
"transplant community" yet its representation is disproportional
and doesn’t speak for the patient community. 1It’s difficult to
assume that the contractor on one hand be a membership group
that develops policy and on the other oversee the implementation
of rules and policy regqulations. Throughout all of these
presenting problems the shortage ‘of organs remains and causes
great concern to the many waltlng patlents

Thanks for taklng the time to review some of the issues.
Hopefully policies can be developed and implemented that will
achieve the goals included in the original leglslatlon The
shortage of organs remains. As I’'d mentioned, I'd like to meet
with you durlng the coming week.at a time that’s convenient for
- you, specifically to discuss the shortage problem. If donation

\
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could be improved, then the issues we currently face would have
some resolution. This would allow the Department to address
policy rules that help to make the system fair and equitable.
1’11l give your office a call this coming week regarding the
availability of time during the following week.

Again thanks for taking time to meet with us last week
and I look forward to speaking.

Sincerely,

Charles E. FAske

PS. Enclosed is the proposed change to the Transplant Act
that’s been already submitted to the Department and was
formulated by NTAC and Board president Craig Irwin.

Enc. 1
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National Transplant Action (NTA) 1s a non-profit, publicly supported
initiative promoting informed consumerism among patients and families involved
.dith orgén and tilssue ttanspiantation. - NTA fosters consumerism through:
eﬂhanciag education; assisting with information'access’about medical treatment,
financial aid, and social servicés; promoting legal, c¢ivil, and human rights
respecting transplantation and donation; and encouraging mutual support and

ﬁnity by promoting information exchange and communication.



I. Executive Summary

National Transplant Action is proposing amendments to the National Organ
Transplant Act that would centralize the‘rulemaking and oversight of the Organ
Procurement and Transplantation Network through the establishment of the
National Organ Transplant Governing Board. The change would consolidate the
patchwork of the various rule making bodies in the current system into a single
authority subject to Congressional review. Our proposal also eliminates
appropriations for the operation and oversight of the OPIN and reduces federal
spending by $3.5 million annually (see Fiscal Impact).

Congress enacted the National Organ Transplant Act in 1984, in order to
stimulgte rational and fair policy making in the field of organwtransplantation
-and to develop a fair and efficient System for the sharing of donated‘organs.
The Act established the.Organ Procuremeﬁt and Transplantation Network (OPTIN)
and commissioned a National Task Force to examine and report on many of the key
issues in the field of transplantation. The Act was amended by Cbngress in
11988 and 1990. Congress held hearings on the Act in 1993 with both chambers
approving bills further amending the 1984 legislation. However, the 103rd
Congress adjorned sine die in 1994 without reconciling the seperaté bills.

In addition to the Congress, a number:ofvother entities have participated
in the promulgation of mnational organ- transplant policies, rules, and
regulations. Two seperate divisions of the U.S. Department of Health and Human
Services are involved in rulémakingf The Health Care Financing~Administration

(HCFA) has"primary ~oversight for reimbursement and coverage of organ
transplantation under the  federal Medicate and Medicaid programs.
Approximately '80-90% of all kidney transplants are paid for by Medicare through
the End Stage Renal Disease Program. A The Health Resoﬁrces and Services
Administration of the Public Health Service has been given primary jurisdiction
over the OPTN. The U.S. Department of Defense and Debartment of Veterans
Affairs also have roles in organ transplantation policy through the Civilian
Health and Medical Program of the Uniformed Services (CHAMPUS)vand the Veterans
Administration hospital system.

The 'Act requires that the Public Health Service contract with a private,
non-profit organization, to operate the OPTN. The United Network for Organ

Sharing (UNOS),'based in Richmond, VA. has been the only contractor to date.

-1 -



For all intents and purposes, UNOS has béen the chief author of transplant
rules and regulations inm the United States. .UNOS is a membership organization
comprised almost exclusively of the hospitals and medical organizations
directly involved in organ procurement and transplantation.

This patchwork of authority and oversight has resulted in considerable
controversy. Section 273 of 42 U.S8.C. requires that Organ Procurement
Organizations (OPOs) must be members of the OPTN and subject to its rules and
regulations 1Iin order to be reimbursed by Medicare. Becaﬁse of this
requirement, the Department of Health and Human Services published a public.
notice in 1989 declaring that the rules and regulations promulgated by the
private contractor, UNOS, were not enforceable unless‘ approved by the
Department. The Congtess expressed its concern over this development in 1990
and Members of the House of Representatives were further distressed to hear
testimony 1in 1993 that final rules and regulatioﬁs had still not been approved
by the Department. To date, 'a Notice of Proposed Rule Making has been
‘published but no final rules have been approved.

The most significant policy issue facing thé OPTN is the allocation and
distribution of organs for transplantation. UNOS made majér changes to liver
allocation rules in 1991 which have resulted in a system of local priﬁacy in
transplantation. This debate has pitted the smaller tranéplant centers, which
because of their numbers dominate UNOS policy making, against the larger
regional centers which servé the bulk of’traﬁsplant patients. The ébjective of
the Act: to create a falr and efficlent system of organ procurement and
transplantation, has become lost in this debate of lives vs; iivelihoods. '

Therefore, NTA 1is propésing that the National Organ Transplant Act be
amended so that responsibility for national organ transplant policy and the
fules and regulations of theAO?TN are vested in the National Organ Transplant
Govérning Board. The objective of the Board is not to create an additional
layer of government, but rather. to synthesize the - current patchwork of
rulemaking and oversight into a single authority readily available for
Congressional review. Congress has beén clear in its intention that the OPTN
be self governing., That does not imply‘that the OPTN governing authority and
the OPTN contractor be one and the same as the current system might suggest.
Instead, we propose that the governing and the operation of the OPTIN be two
separate and distinct functions. v

The Board would be comprised of members of the public as well as medical

-7 -



proféésionals and would be selected in such a manner as to maintain
objectivity, balance the needs and concerns of all involved with
transplantation, and uphold the public interest. The objective of the Board
would be to promulgate and enforce the rules and regulations of the OPTN
consistent with Congressional mandates. ‘

The proposed changes would eliminate appropriations for the operation and
oversight of the OPTN resulting in a reduction of $3.5 million in federal
spending. The Board would review the current fee structure and other optioné
available in the private sector to fund the operétionAof the Board and the
OPTN.. The role of the Public Health Service in this area could be virtually
eliminated and administrative costs reduced. Tﬁé initial operation of the
Board would be financed through a government loan. The future operation of the
Board, the OPIN, and the loan repayment would be financed by patient
registration fées, user fees, or other such sources of revenues to be developed
by the Board. , V i

Under our proposal, the Board would be removed from the bureacratic
policies that have resulted in the current 6 year odyssey on the part of the
Public Health Service to try and'approve the OPTN rules already promulgated by
the private contfactor, UNOS. Although the Board would necessarily be required
to facilitate public input in the formulation of organ procurement and
transplantation policy, it is our intent that the Board be exempt from those
Executive Department regulations that would delay timely decision making.

The establishment of the National Organ Transplant Governing Board would
facilitatey~the promﬁlgation. of fair and equitable rules, regulations;' and
policies. This private/public effort wouid address . the jurisdictional
questions that have prevented timely and orderly rulemaking and avoid the
Constitutional issues inherent in the current system that seems to permit a
private entiﬁy' to formulate federal regulations. Fihally, the Board would
permit the valuable input from patients, families, and the Bublic at large that
is currently lackihg, while offering bﬁdget efficiehcies for the federal

government.



IT, Legislative History

The National Organ Transplant Act (the Act) was enacted in 1984 (P.L,
98-507). Its purpose was to “"support development of a ratiomal and fair
national health care policy  regarding organ transplantatiom.” The Act
established the Organ Procurement and Transplantation Network (OPTN) and vested
the Public Health Service with the responsibility of overseeing the OPTN. The
actual operation of the national network was to be contracted out to a private
entlity. The Act created a National Task Force on Organ Procurement and
Tranéplantation that was charged with a number of responsibilities including
the development of recommendations that wouid lead to a “truly national,
coordinated mechanism for efficient distribution of all available organs.”

As part of the legislation, Congress attempted to define the intended
roles of the public and private sectors in organ transplantation. It was the
sense of Congress that a strong initiative already existed in the private
sector and that the role of the government was to “stimulate™ ‘the private
effort. In addition to the OPIN and the Task Force, a great deal of'importan¢e
was placed on the role of the Aherican Council on Transplantation (a private,
non-profit organization established inm 1983 with the financial assistance of
the Department of Health and Human Services) in the promulgation of national
transplant policy. Also, Congress was depending upon the recommendations of
the Task Force in the future deveiopment of national transplant policy. (Sée
Senate Report No. 98-382 and House Conference Report No. 98-1127, U.S. Code’
Cong. and Adm. News, p.3975) _ ) .

The Act was amended in 1988 (P.L. 100-607). Congresé reaffirmed that "the
Organ Procurement and Transplantation Network (OPTN) was created in the 1984
Act in order to facilitate an equitable allbcation-of organs among patients.”
However, concern was expressed that "despite the cumulative legislative efforts
coupled with those of public and private groups, there is still an organ
shortage, and there are still inefficiencies and inequalities in the organ
procurement system." _

v The 1988 Amendments also clarified the roles of Organ Procurement
Organizations (OPOs) and the OPIN. The OPOs were to be responsible for
“allocaiing organs equitably among the patients’ who are in need of a

transplant.” The OPTN was to assist the OPOs in that process. - It was also the
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sense of Congress that the OPTN was to have broad authority and responsibility
over public policy in organ transplantatiom. “The OPTN's responsibilities are
gréat and the pufpose of the Act will be served only if the policies of the
OPTR are sound and are soundly developed. The allocation of organs may well be
a life-or-death decision for patients. The OPTN...should. resolve any issues

regarding the fair and effective distribution of organs. Patient welfare must

be the paramount consideration.”

While expanding- the responsibilities of the OPIN, Congress also mandated
that the OPTN establish procedures to give members of the public an opportunity
to comment on OPTWN policies. It further mandated that the Public Health
Service develop a process fof the receipt and eyaluation of~pub11c input. "It
1s the intent that the OPTN undertake this process (of soliciting public input)
for its existing cfiteria and that it do so whenever changes in the criterié
are under consideration.' Congress also urges the OPTN to arrange for public
comment at least once a year, even if no changes are proposed,vand expects the
Department of Health and Human Services to follow closely and review these
criteria. The OPTN should replicate as closely as possible the process
- followed by such agencles as the Health Care Financing Administration in
promulgating regulations, including the use of a public heéring on issues of
major consequence and potential controversy." (See House Report Nos. 100-761,
100-778, 10070, -Senate Report Nos. 100-133, 100-310, 100-552, 100-476, and
House Conference Report No. 100-1055, U.S. Code Cong. and Adm. News, p.4167).

The most recent major changes to .the’ Act came as a result of the
Transplant Amendments Act of 1990 (P.L. 101-616). While Congress expressed
significaut‘ concerns about the operation of the OPTN and the oversight
responsibility of the Public Health Service it also continued to clarify the
omnipotent role of the OPTN. '

-Congress once agaln stated that "the OPTN, in addition to maintaining the
single national li;; pf'ali patients walting for am organ transplént, is also
charged with setting much of ﬁational transplant policy." Yet, Congress also
reported that <"In studying the éxisting‘ board and 1its perﬁormance...the
(Congress) believes changé is necessary, but is reluctant to force any‘speéific
model for changing the structure of the board.” It was further ﬁbped that
"greatér opportunities will -be provided to members of the public and voluntary
health organizations to serve in leadership positions on the board.”

Congress‘was’"especially\troubled" over the lack of enforceable national
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regulations resulting from a 1989 public notice by the Department of Health and
Human Services. The 1989 notice mandated that.OPTN policies be reviewed and
receive formal approval of the Secretary in order to be enforced. The
resulting policy vacuum was declared "inexcusable." ’It was the hope of
Cohgress that the Secretary take a moﬁe personal interest in the OPIN and be at
ﬁhe “forefront of insuring its success." '

Congress attempted to improve the rule making structure by lowering the
minimum qualifications of the OPTNV contractor in order to "provide the
Secretary with the opportuﬁity "to seek out the best possible' potential
applicants for this critical role.” Congress made it clear that the 1990
amendments “"reflect deep concern on the part of (Congress) in the manner in
which the OPIN has functioned. It is the intent tﬁat this bill will assist a
midcourse correction.” (See Senate Report No. 101-530, 1990 U.S. Code Cong.
and Adm. News, p,f4625), ' '

I1I. Commentary

It is clearly evident from‘the legislative history that an efficient and
equitable organ allocation system throﬁgh the National Organ Transplant Act has
been the bngoing objective of the Congress. As part of the 1988 amendments to
the Act, Congress was careful to remove any statutory bias respecting the
~ important question of criteiia' for the proper distribution of organs among
patients. Prior to the éhange, the OPTN was only required to assist OPOs .in
the distribution of organs “"which cénnot be placed within the service areas of
the organizations.” Congress was concerned that this language would be
interpreted to give preference .to the local allocation of donatedAorgans and
" removed the wording from the Act. Deépite Coﬁgressional intentions, 1ocai
priority in the distribution of organs is the prime issue of contention today.
Ddring its deliberations on the Act in 1993, Congressvheard complaints from
patient representatives and tramsplant centers that the current system of organ
éllocation is not fair and is‘geographically biased.

The National Organ Transplant Act clearly mandates a "national” system of

" allocating donated organs. The system is to be efficient and fair. Today, the
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system is geographically biased with organ allocation based upon local priority
regardless of the medical status of the recipient. The .system is also biased
based upon agreements between OPOs and hospitals performing organ transplants.
Despite widespread dissatisfaction w1th the current system there has been no
attempt by the OPTN contractor, the - United Network for Organ Sharing (UNOS) to
correct this situation 1ﬁ a satisfactory manner. ﬁNOS has gone .as far as to
suppress criticism and efforts to change the system by withholding vital
information useful in evaluating the current systeﬁ and any possible future
modifications. |

Congress has made it equéily clear that the responsibility for
promulgating national organ transplant policy should be that of the OPTN.
However, nowhere is it expressed or implied that the V"OPTN" and the “OPIN
contractor” be ome in the same. Yet, UNOS corporate by-laws constitute the
national public policy on most transplant 1issues, including thé important
matter of organ allocation. Congress has also expressed a lack of confidence:
in the capabilities of the current OPTN contractor, UNOS to successfully carry
out the objectives of the National Organ Transplant Act.  Congress has
expressed equal disappointment in the oversight on the part of the Department
of Health and Human Services. o A V .

The Department of Health and Human Services has falled to give ‘the
necessary attention to the OPTN. In 1989 the Secretary published a notice that
no rule or regulation of the OPTN was binding unless approved by the Secrétary.‘
In 1990, Congress declared as "inexcusable" the "policy vacuum” resulting from
this action. Members continued to express concern during hearings on the Act
in 1993 as thekSecretary had still failed to promulgate rules. As of May 1995,
over .5 years has passed since the Secretary's originai public~notice and final
rules sti11 remé1n to be apprbvédQ As'a result, the OPIN functioﬁs based upon
voluntary compliance with the UNOS corporate by-laws.

Despite clear ‘direction and mandates from Congress - the National Organ
Transplant Act is failing. ‘

In theory, the Act should’_work. Congress has clearly stated its
intentions and public policy objéctives. It shouid be the responsibility of
the OPTN to promulgate national organ transplaﬁt'rules\and regulations to meet
the national objectives. Public policy decisions should also be timely and
serve-the Best interests of pétients, donor families, and the public at large.

The Act.woh't work in practice for a variety -of reasons. First, the OPTN



is a membership organization. As such, decision making has centered on the

membership. That membership is mainly institutional:

Group , No. of Members
Transplant Centers 275
Consortium Members : 4
Independent OPOs 51
Independent Tissue Typing Labs 50
Voluntary Health Organizations 10
General Public Members ' 10
Medical/Scientific Organizations 26
TOTAL ’ ‘ 426

(Source: 1994 UNOS Annual Report)

Despite the intent of Congress to the contrary, only 20 of the 426 (4.7%)
members of  the OPTN are members of the public or voluntary health
organizations. = UNOS by-laws go as‘faf as to explicitly limit the number of
voting members in these categories to 12 each. . This institutional bias is
reflected in the makeup of the OPTN board éf directors, which is chosen by the
membership. Of the 37 members of the OPTN board of directors, 19 are
physicians or surgeons, 10 represent OPOs, tissue typing labs, or other health
care instititions or organizations, and only 8 (21.6%) members are from the
general public. And, those publicwmgmbers are chosen by the institutionally

dominant members of UNOS. With one ekCeption'all the -officers of the OPTN and
all of the 10 Regional Councilors are physicians and surgeons representing
transplant facilities. A | )

UNOS 1s a membership organization comprised almost entirely of
represeﬁtatives from transplant facilities and the medical community. As the
OPTN contractor that medical bias 1s not troublesome and in fact might be
beneficial. However, in bromulgating nationai policy, the OPTN/UNOS board of
directors makes many ﬂecisions affecting the welfare of transplant centers,
especially with respect to the allocation of donated organs: a scarce and
valuable resource. A serious conflict of intérestAis implicit 'in the current
structure givén'the scope of the decisions made by the UNOS board of diréctors.'
It is Ireasonable to assume that important UNOS board decisions will be
influenced by the possible impact those decisions will have on board members
and the medical facilities that tﬁey represent.

The OPTN board of directoré is in the enviable position of policymaker,

overseer, benefactor, and contractor. The OPTN cdntractér's position has been
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strenghthened by the lack of oversight and attention by the Depaftment of
Health and Human,Sérvices. The Secretary has made‘no‘effort~to address current
conflicts regarding national transplant poliéy and the conéerns of patients,
donor families, and the public at large have been ignored. The Secretary has
failed to publish final OPTN rules and the,proposéd rule published in September
1994 was nothing ﬁore than the by-laws of the instit@tional membership of the
OPTN contractor. It is very evident that‘;he private sector, OPTN contractor
UNOS, has the upper hand in the current structure. k

Finally, Congress has developed contradictory legislation and direction
regarding the OPTN's role in national transplant pélic&. On one hand, Congress
has clearly stated throughout the history of the Naﬁional Organ Transplant Act
that the OPTN should have broad powers and responsibilities. Section
274(b)(1)(B)(1i) of the Public Health Service Act mandates that the\ OPTN
organizé its committees and chairpersons in such a manner as to “ensure
continuity of leadership for the board.” On the other hand, Congress amended
the Act in 1990 by lowering the minimum requirements for the OPTN contractor in
order to give the Secretary the flexibility to "seék out the best possible
potentiél applicants for this critical role.”

These Congressional mandates are mutually exclusive as long as the OPIN
* contractor has both the resbonsibility for promulgating national bolicy as well
as operating the OPIN under contract with the government. The “continuity of
leadership” 1s meaningless  1f -the Secretary contracts with'a different private
entityvthtough the lowered contractor requirements. If a-new contractor is
chosen to operate the OPTN, then a chaﬁge in public policy could certainly
-follow. ‘

IV. Recommendations

In order to achiéve the Congressional objectives there thst be a
“decoupling” of theV public policy making function‘wofv the OPTN from the
contractor function. The objective of the OPTN is an efficient and equitable
systeﬁ of organ procurement and distribution. That objective will be difficult

to achieve as long as those promulgating national policy stand to gain or lose
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finanéially or professionally by the outcome of their decisions.

National tramsplant policy should be decisive, timely, and serve the
public interest. It's noteworthy that when Congress bestowed rule making
authority with the OPTN in the 1984 Act, it was also expected that both the
National Task Force on Organ Procurement and Transplantation and the Americaﬁ
Council on Transplantation would héve significant roles in the promulgation of
national policy. Neither of those entities exist today.

NTA proposes that the public policy function of thé OPTN be performed by a
governing board. The National Organ Transplant Governing Board should consist
of members of the public and the medical community and selected in such a
manner as to ensure that the public interest is served. The professional
members should be selected by the peers in their respective fields. The public
members would be selected by the Executive Branch either through the Office of
the President or the Secretary of Health and Human Services. Nominations for
the public members would be solicited and special emphasis given to selecting
individuals who were either tramsplant recipients or family members of
recipients or organ‘donors}

The Board would be given the statutory authority for carrying out the
objective of the National Organ Transplant Act and promulgating.the rules and
regulations of the OPTIN. The Board would also be responsible for addressing
other important issues in transplantation. It would develop the parameters -of
the OPTN contract and the operation of the OPTN would continue to be performed
by a pfivate entity. The Board would review and approve a;l fees associated
with the operétion of the OPTN aqd develép a private sector source of revenues
for the operation of the Bqard and the OPTN.

The role of the Department of Health and Human Services in this area would
be greatly diminished or éliminated. ‘ Thé Board -would provide the oversight
sought by the Secretary in the 1989 public notice requiring federal government
approval of all OPTN rules and regulatiéns. 'Therefore, the Board would be
required to comply with certain mandates such as the Administrative Procedures
Act. It is intended that the Board conduct itself in an open manner and ffeely
permit input from the public as well as the medical community. In promulgating
rules and regﬁlations adequate public notice would be required. The Board
would conduct hearings if deemed necessary. The Secretary of Health and Human
Serviées would be notified in writing of ‘any final‘rhle and given a period of

30 days to respond after which the Board ruie would gb into effect. Also, as
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the Board would develop private revenue sources for its operation and that of
the OPIN it 1is proposed that ifs rules and policies be exempt from federal
fiscal oversight.

We believe that this structure will serve to address the concerns
expressed by Congress 1in _the current system and facilitate achieving the
objectives of the National Organ Transplant Act. Congress has clearly stated
its belief that change is necessary. This proposal creates a fair, open, and
unblased process for developing an efficient and equitable system of organ
procurement and distribution by eliminating the institutional predominance in
the . current OPTN structure. The objective of the Board is a process of .
promﬁlgating national policy that overcomes the concerns expressed by Congress
about the board of the current OPTN contractor. This process addresses the.
lack of oversight and attention on the part of the Department of Health and
Human Services and vests authority and responsibility for the OPTIN in a
private/public entity. |

Finally, the establishment of the Board. overcomes the contradictory
directives from Congress in 1990. This proposal  facilitates "greater
continuity in leadership and increased public accountability™ while at the same
time providing “the opportunity to seek out the best possible applicants for
the critical role of operating the OPTN.

V. Fiscal Imﬁact

We believe. that the _ereation of the Board will result in significant
budget efficiencies. The role of the Public Health Service in this area would
be wvirtually eliminated therefore reducing funding levels in ' the PHS
Administrative budget (est. $700, OOO/year) The Board would also be
responsible for developing its own private sources of funding as well as
private sources for operating the OPTN (current OPTN appropriation: est. $2.65
million/year). The total reduction in federal spending as a result of this
proposal is about $3.35-3.5 million.

It will be the responsibility of the Board to develop the private revenue

sources. It is anticipated that the most likely sources will be user fees,
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patient registration fees and OPTN membership fees currently levied by UNOS.
Patient 'registration fees already répresent a significant portion of the
operating revenues for UNOS. As the OPTN contractor would be relieved of the
role for promulgating regulations the Board would need to review all UNOS
revenue sourQes‘and make any neceséary changes td the manner in which those
resources are allocated.

It is  1important to mnote that the current UNOS fee structure was
established without the explicit approval of Congress. Futthermore, there 1is
"no fiscal oversight to ensure that the funds generated by UNOS for operating
" the OPIN are used consistently with the purposes of carrying out the mandates
of the Act. In a 1990 report to Congress, Apt Associates of Cambridge, MA.
reported that "The membership fees and patient registration fees, are directly
related to the OPTN contract; they are not a separate line of business for the
corporation (UNOS). None of these fees could be collected by UNOS if another
corporation held the OPIN contract...there is no other instance where the
government, by éWarding a contract, gives a corporation authority to compel
desperately ill patients to pay over $200.00 apiece to that contractor, to use
as it wishes without direct government oversight." ,

We estimate -that 1995 UNOS revenues from patient registtation fees will be
$12-15 million. This does not include other membership fees levied by UNOS.
With carefﬁl scrutiny and oversight we believe that the OPTN can operate more
éfficiently and cost effectively. Given the opportunity and the Congressional
authority, the resources are available for thé Governing Board to develop a ’
funding plan based upon prgvate'revenué‘sources and eliminatipg the need for
fﬁture government’appropriations. ‘

We bropose fhat the federal governﬁent.extend a loan to the Governing
Board to commence its initial operations, Th§ Bbar& would then have a 2-year
period to .develop the private resources needed to fund the opérations of the

Board, the operations of the OPTN, and repayment of the federal loan.
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PROPOSED LEGISLATIVE OUTLINE

NATIONAL ORGAN TRANSPLANT GOVERNING‘BOARD

The following proposed outline is intended to amend 42 United States Code,
Section 274:

I. Not 1later than 180 days after the approval of the Congress, the
Secretary shall establish the. National Organ Transplant Governing Board
(hereinafter referred to as the Board), to be composed of 27 members and
consist of:

a. 12 members of the public who are not associated with any hospital,
physician's clinic, OPO, or other medical facility participating in the
OPTN, with one member from each of the 10 current regions of the OPIN and
2 members at large. The public members shall be selected by the President
(or the Secretary) which special consideration given to the selection of
transplant recipients or family members of transplant recipients or organ
donors. )

b, 11 members selected by the OPTIN contractor board of directers and
consisting of the following:

1. 4 members of the OPTN representing facilities performing
organ transplants with one representative from each of the member:
kidney transplant programs, liver transplant programs, heart transplant
programs, and lung/heart lung transplant programs,

2. 2 at large members selected from among the 25 largest OPTN
member transplant facilities as ranked according to the total number of
transplant procedures performed in 1994, ‘

3. 2 members " representing OPTN member organ procurement
organizations, ' ' ‘

' 4. -1 member representing OPTN member independent tissue typing
labs, :

5. 2 members representing OPIN member voluntary health
orgénizations. i ‘ . '

c. ex-officioc members:

1. the Chairman of the U.S. Senate Committee on Labor and Human
Resources, the Chairman of the U.S. House of Representatives Committee on
Commerce, the Surgeon General of the United States, and the Administrator
of the Health Care Financing Administration, or their designees, shall
serve as ex-officio members of the Board.

d. elected or appointed members of the Board described in I(a) and
(b) shall serve a term of 3 years with 1/3rd of the terms expiring .each
year. A ,

1. Prior to the expiration of the terms of office of the initial
members of the Board, an election shall be held under rules adopted by the
Board (pursuant to Section III(c)) of the members to succeed such initial
members.
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2. Any vacancies in the Board shall be filled consiétent with
the original appointment

IT. ’'Each member of the Board who is not an employee or an officer of the
United States shall be compensated for each day during which such member is
engaged in the actual performance of their duties as a member of the Board as
well as reimbursement for travel expenses while away from home in the
performance of duties for the Board.:

IIT. The Board shall propose and adopt rules to effect the purposes
described in the National Organ Transplant Act (P.L. 98-507 as amended HNov. 4,
1998, P.L. 100-607; Nov. 16, 1990, P.L. 101-616) with respect to the operations
and regulations of the Organ Procurement and Transplantatxon Network. The
rules of the Board, as a minimum, shall:

a. provide for the opcration of the OPTN by contract with a private
non-profit entity that has expertise -in organ procurement and
transplantation. ' :

b. establish for the equitable and efficient distribution of donated
organs for transplantation in accordance - with established medical
critieria.

i 1. no later than 1 year after the establishment of the Board
promulgate and implement rules providing for the distribution of donated
. organs to the most medically appropriate individual without consideration
of geographic location taking into consideration organ viability and costs
of cross—matching '

¢. establish fair procedures for the nomination and election of
members to the Board and assure fair representation in such nominations
“and elections. Such rules shall provide that, exclusive of ex-officio
-members, no less than 1/2 of the membership of the Board shall at all
times be comprised of the public representatives and that the public
representatives shall be subject to the approval of the President (or
Secretary) to assure that no one of them is associated with any hospital,
physician's clinic, OPO, or other medical facility participating in the
OPTN.

d. prOV1de for -the operation and administration of the Board,
including the selection of a Chairman from among the members of the Board,
the ‘compensation of the members of the ‘Board, the appointment and
compensation . of such employees, attorneys, and ‘conSultants as may be
necessary or appropriate to carry out the Board's function under this
section. : :

e, appoint advisory committees with expertise in organ

. transplantation, histocompatibility, organ procurement and preservation

and any other medical and technical matters as may be necessary for the
Board to carry out its functionm.

-f. provide for reasonable fees and charges that may be necessary or
appropriate to defray the costs and expenses of operating the OPTN and

7
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administering the Board. o _

1. the -Board shall review all patient registration fees,
membership fees, and other fees currently levied by the OPTN contractor
and directly related to the operation of the OPTN and make any changes in
the amount, allocation, or usage in those fees

2. no later than 2-years after the date of enactment subnmit to
the Congress a plan for the private funding of the Board and the OPTN.

IV. The Board shall have the authority to promulgate all rules and
regulations of the OPTN. The Board will notify the Secretary of all rules and
regulations established by the Board, such rules to be considered as approved
if the Secretary does not provide otherwise prior to the 30 day period
beginning on the date on which the rules and regulations are submitted to the
Secretary.

A_‘.V. The Board will report to Congress every two years on the status and
operation of the OPTN.

VI. Appropriations:

Congress will appropriate funds sufficient for the Board to carry out its
functions for 2 years. No additional funds shall be appropriated for the
operation of the OPTN. Within 2 years, The National Organ Transplant Governing
Board shall develop private sources of funding to carry out its function as
well as submit a plan to Congress to reimburse the federal government for funds

‘appropriated for the initial 2-year operation of the Board.
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Supply/Demand (1 995 Data)

All Organs | .Livérs"

1. Waiting List 44,000 5,700

" 2. Number of Transplants

cadaveric = 16,825 - 3,900
TOTAL 20100 3,925

3. Number of Organlé Rec’ove‘r'_ed o

cadaveric 19,700 4,330
TOTAL 22,990 4,370

4. Number of Dono:rs

 cadaveric 5360 4,325
TOTAL 8540 4,360

5 Deaths Awaiting Tfansplants 3,550 o 800



1988-1996 (percent change)
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Donors Transplants : Waiting List

Source: Donors from UNOS OPTN data as of 4/8/97, transplants from Scientific Registry data as of 4/8/97, "snapshot" of OPTN waiting list at end of each year.
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HOSPITALS

Major Organ | Num. Num. Num. Avg. Charge | Total Pgrh. - Avg. Pgm.

' Pgms.: | Medicare | Tx.: per Tx: 1996 | Revenues: | Revenues:

1996 Pgms.: 1996 ($K) 1996 ($K) 1996 ($K)
1997 ' ’ '

Kidney 253 240 | 11,810 $94 $1,1‘»10,140 $4,388
Liverv 120 60 3,926 $290 $1,138,540 $9,488 |
‘Pancreas 120 0| 1,028 $110 $113,080 $942 |
Heart 166 84 2,360 $228 $538,080 $3,241
Lung 94 19 871 $241 $209,911 $2,233
TOTAL 753 403 | 21,991 $3,109,751
PROGRAMS
TOTAL 281 253 | 21,991 - $3,109,751 $11,067
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1994 Volume .

Liver Transplant Program 1995
Volume

UCLA Hospital Center, Los Angeles, CA 245 233
Presbyterian-University Hospital, rPittsburgh, PA 220 214
Mount Sinai Medical Center, New York, NY 175 209
Jackson Memorial Hdspital, Miami, FL 116 193
Baylor University. Medical Center, Dallas, TX 145 141
University of Chicage Medical Cénter, Chicago, IL 125 131
University of California, San Francisco, CA 106 97
University of Nebraska Medical Center, Omaha, NE 116 94
ﬁochester Methodist Hespital, Rochestgr, MN 76 91
University of Alabama Hospital, Birmingham, AL 63 82
Shands Teaching Hospital & Clinics, Gainesviile, FL 36 81
University of Michigan Hospital, Ann Arbor, MI 79 78
TOTAL | 1 1502 1644
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State City No. Small No. Medium | No. Total

<12y (12-34) Large
- (359)
AL Birmingham 0 0 1 : 1
AK None in State - 'V ‘ 0 10 0 0
AR | Phoenix . ‘ 1 0 0 , 1
Tucson - 10 1 0 1
CA | Los Angeles area . 1 2 2 5
Sacramento 11 10 0 1
San Diego area 0 12 0 12
-Bay area : , 0 0 3 3
CO Denver B 2 0 1 3.
CT Hartford ' |1 0 0 1
| New Haven . 0 v 1 0 -1
DC Washin‘gtvon area » 1 0 1 12
FL . | Gainesville - -~ - 0 0 1 1
Miami 1o 0 1 1
GA Atlanta : 1 0 1 2
HI Honolulu o 1 0 0 1
IL | Chicago 0 2 2 4
IN Indianapolis 0 1 1 2
Total | 17 Cities 9 9 14 32




[Livers] Current Partial Regional | Inpatient First | National

Percent Transplanted by

Hospitalization:

Inpatient 59% 73% 96% 97%

Outpatient 41% 27% 4% 3%

Share of Organs:

Local 78% 44% 38% 20%

Regional 18% 28% 31% 6%

National 4% 28% C 3% - 74%

Number Transplants:

Initial 10,992 . 10,998 10,451 10,231

Repeat 1,663 - 1,659 2,189 2,425
Total 12,655 12,657 12,640 12,656

Number on Waiting List at 11,534 11,788 12,729 13,050

End:

One Year Survival Rate: 80% 81% 76% 73%

Deaths:

Pre-transplant 3,704 3,599 3,168 2,963

Post-transplant 2,539 2,555 2,967 3,144
Total 6,243 6,154 6,135 6,107

Life-years:

Pre-transplant 26,600 27,193 29,443 29,915

Post-transpiant 24,712 24,840 22,759 21,765
Total 51,312 52,033 52,202 51,680
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Total

[Livers] Current Policy Partial Regional | Hospital First National.
Deaths:
Pre-transplant 4,571 4,394 4,060 4,216
Post-transplant 2,468 2,487 2,734 2,527
Total 7,039 6,881 6,794 6,743
Life-years: _ .
Preftransplant 15,093 17,837 19,580 18,683

" Post-transplant 38,107 38,096 35,537 36,465

53,933 55,117 55,148

51,200



OPTN Region

Current Liver
Policy .

Partial Regional

Region 1

102 - 123
Region 2 126 120
Region 3 23 70
Region 4 91 91
Region 5 121 113
Region 6 56 147
Region 7 118 113
Region 8 110 116
Region 9 119 99
Region 10 88 92
Region 11 70 76
Standard Deviation 32.24 17.93
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Organ Procurement Organization Service Areas, 1997
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. 3. Lifefine of Ohio’
) 23. Carcfina Life Care 38 Life Connection of Ohip
. 24, University of Miami OPO 39, Unjversity of Wisconsin OPO

25. Life Resources Donor Center 40. Wisconsin Donor Network

Detaware Vafiey Transplant Program

1 New Engalnd Organ Bank, Inc. 2 26. Mid-South Transplant Foundation 41 Arkansas Regional Organ Recovery Agency
2. Northeast GPO and Tissue Bank 13. Virginia Organ Procurement Agency 27, Lifeink of Georgia 42. Lowisana (Organ Procurement Agency |
3. NJ Organ and Tissue Sharing Network . Life Net 28. Kentucky Organ Donor Affiates  43. New Mexico Donor

4, Center for Donafion and Transpiant 1. Alabama Organ Center 29. Tennesee Donor Services 44, Okiahorma Organ Sharing Network, inc.

8. Upstate New York Transplant Services, Inc. 16. The OPO at University of Rorida 30. SC Organ Procurement Agency 45, Southwest Organ Bank

6. New York Regional Transplant Program 17. Life Share of the Carofinas 31 Regional Organ Bank of finols 46. South Texas Organ Bank

7. Univ. of Rochester Organ Procurement Program 18, Mississippi Organ Recovery Agenty, Inc. 32 Indlana OPO, Inc. 47. Life Gift Organ Donation Center

8. Lifefink of Pugrto Rico 19. Transfife 33. Organ Procurement Agency of M 48. lowa State Organ Procurement Organizatign
9 Center for Organ Recovery and Education 20. Lifefink of Florida 34, Upper Nidwest OPQ, inc. 49, Mid-America Transplant Assoclation .
10. Washington Regional Transpant Consortium 71 Lifefink of Seuthwest Florida 35. Ghip Vafley Gfe Center 50, Midwest Organ Bank

1. Transplant Resource Center of Maryland 22. Carofna Organ Procurement Agency 36. Lifebane 51 Nebraska Organ Refrieval System, hnc.

52 Colorado Organ Recovery Systems, inc.

53. intermountain Organ Recovery Systems

54, Donor Network of Arizona

55. Southem Cafifomia Organ Procizement Center

56, Regional Organ Procurement Agency of Southem CA
57. Golden State Transplant Services

58. Organ and Tissue Acquisition Center of Southern CA
58 Cafifomia Transpiant Donor Netwiok

60. Organ Donor Center of Hawali

61 Navada Donor Network

62. Pacific Northwest Transplant Bank

63. LifeCenter Northwest o
FeneSTASFROUBTMARGED
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THE SECRETARY OF HEALTH AND HUMAN SERVIC!:S
- WASHINGTON, D.C. 20201 ’

0CT 27 199

MEMORANDUM FOR THE PRESfDENT

As you know the Department of Health and Human Semces has been Workmg for a number of
years toward improving the Nation's system of organ procurement and transplantation. Our goal
is to make the system operate for the greatest possible benefit of patients. We believe
improvements in the organ transplant system could result in saving hundreds more lives each
year. v , t

Toward the goal of saving more lives, we have moved in two areas. With the Vice President's |

leadership, we have undertaken 2 National Initiative to increase organ donation. This effort has.
“produced successful results in its first year. At the same time, HHS developed regulations to

carry out the purposes of the National Organ Transplant Act of 1984. These provisions,

developed over a period of years with extenswe opportumtles for comment, were published as a
. Final Rule on April 2, 1998 : :

Our Final Rule was supported by patients' groups and many prominent transplant centers and
professionals, but was opposed by the HHS contractor which operates the Organ Procurement
and Transplantation Network (OPTN) and by others in the transplant community. Last Fall,
Congress imposed a one-year moratorium on implementation of the Final Rule, and mandated

- that a study of the issue be carried out by the National Academy of Science's Institute of

* Medicine (IOM). Congress also asked for further consultation between HHS-and the transplant :
commumty Both of these actions have been completed :

The IOM published its study in July. Its ﬁndmgs strongly vahdated the concerns and the .
approach of the HHS Final Rule. - In particular, the study reinforced the need for Federal
oversight of the Nation's organ procurement and transplantation system -- not to impose
- government in medical decision-making, but to ensure that the policies of the OPTN were A
- operating fairly and effectively in the public interest. Throughout this year, HHS also continued
meeting with the various elements of the transplant community, listening to concerns about the
Final Rule and identifying common goals :

On October 20, HHS published amendments to the Final Rule which reflect the findings of the
IOM report as well as our discussions with the transplant community. “These amendments-
- especially benefit from the mput prov1ded by the IOM, and they represent 1mprovements in the


http:moved.in

Page 2.-- The President

Final Rule. But at the same tlme we have preserved the core features of our Final Rule, which
are the foundation for improving our system for patients. In particular, this means using standard
medical criteria, developed by transplant professionals themselves, to decide which patients will
receive organs. This is the only way to ensure that organs w111 reach patients who need them
most

Opponents of our Final Rule are once again seeking to use the Appropriations process to impose
a renewed moratorium on the Final Rule. The Administration is on record as strongly opposing
any new moratorium. [ want to urge that we remain strong in defending our current position and
insist that the regulation go forward as scheduled. Our approach has been validated by the JOM
~ study that Congress ordered, we have listened to the concerns of all elements in the organ

© transplant commumty, and we must remain committed to an organ transplant system that saves
more lives by servmg patlents in the fairest and most medically effective way possxble

“In addition, both Congress and the Executive Branch shou]d be concerned about the integrity of

Federal spendmg for transplants. Medicare and Medicaid alone pay for more than half of
transplant costs in the United States. However, without the Final Rule to define the Federal role
in our transplant system, the government has little useable authority to assure that these Federal
dollars are being used in a fair and effective manner. : :

Our goal is to work cooperatively with the tranSplant community to ensure the best possible
transplant system for Americans. We have been careful not to inject government into decisions’
which must be left to medical professionals. Instead, we have designed a carefully balanced
approach in which the Federal Govemment can carry out the oversight role which the IOM so
clearly reaffirmed.

For these reasons, I would urge you- to €] ect any actlons by Congress that would fm’ther delay
implementation of the Final Rule.

.Shalala .

Attachments 4
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AnEnd to Organ Games?

eentem.mostofwbidxgrcwupin

“an era when “harvested” organs seeded, for

tedmialrmom.tobeueeddoaetohome.

" Thevs populations of these regions mean
" uneven which, given the shortage
of orgins, spells death for some 4,000 patients

aydjbtwbunmummnnotbeﬁmdh
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bemmeofﬁﬁedpmeedmifﬂusickwt

the otherwise remarkable fact that 10 states

£e0-  pesponded to the proposed rule by passing

laws making # more difficult to send organs
out of state, The Institute of Medicine report
even cites cases where grieving families will-
ing to donate were urged to sign contracts
requiring that organs go only to instate

recipients.

In fact, the report’s researchers found no
evidence that families care whether organs are
used neathy; on the contrary, surveys showed
ﬂwywedmmthuﬁxmmldbe

geographical regions be made larger but that -
sny vew system make use of existing trans-

plant npetworks rather than cosing them
down, a goal HHES Secretary Donna Shalala

-says could be schieved under the rule, Oppo-

peats of the reforms could till hobble and
delay the regulation further ss part of the
budget appropriation for HHS. Such an action_
would be an extension of a cynical battle that

_mmmfhmqaltdragson.
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heal’ hy System

By keepiug the detziﬂs open to doctors’ su@esnons,
- feds.may produce a better organ donation network

. ‘I‘ho ‘Clinton sdoiimistration condnues to
*push for a more radonal system of allocating

~ donated organs. That's good for sick people.

. But the push Icaves a lot-of room for inpat

. frem hospitals and doctors involved in trans-

plant surgery. That's good for a1l concerned.
. Whether the United Network for Orgun

' Sharing, tfie hospital erganization that get u |
ke aﬁucarmg tranuspl‘:mmsP

the current system of

. canremgmzethe comrmon geod remains o
‘| -be'seen.Thus far, UNOS has been much wo

‘intent on défending its methods o acknowl-
edga that patients mlghtbebettar sewed by
a fcwcbanzes.

_eml gwamment, wianis it done. But Shalaly

. | ‘cleverly has stopped well short of dictaﬁng :
' precisely what (NOS must do.

Instend, her department has sct forth

‘broad administrative requirements and left
the deta:ls for the medical professionals at .
- 'UNOS to decide. -

As a result, comments like ‘those uf UNOS
board member Ropald Ferguson of Ohio
State U‘nivmsiw, couldn’t possibly ring more
hollow, “T ort keeping medical decisions

about tranigmtm the bands of the doctars .
_that are canné:ur the pahents -1 oppose the
{ntrusien of

government {oto the pro.
kin;hmpauentsi”y:o%mlc, & ne ha; h“ﬁ‘
gn and sen
to Congresa (an’ aﬂﬁ?ﬂlyintmaivearmafthc
;govemmnt, last time we checked)

' state, Forther, HHS wantg

G(-od for you, Dr. Fergnsun. Your argu—
ment in faver of keepmg dontrs in charge of

F PN e 22

JRp————

-
-

* euring patients is right in line Witk what Sec- *

Shalala wants, loath though you may' ‘

retary
- bo to admit it.
She is asking only thar the criteria hospi-.

tals 'use ta determine a patient’s place on a
transplant waidng lst be - standardized

around the coumtry, and'that any donated or-.
gan be made available to the paﬂent in most

urgent need in a region than a single

oce measures so transplant cen-

. ters’ wurkcaﬁbawaluamd
.'Vﬂ asigvima ls:ls m&ﬂeﬂ%ﬂ?
uman,
‘nasstolaydmthclawaNOSbalksat'.
doing its work the way its employer, the fed- :

Tho&e broad :‘eqnirummts are falxr, sensi—
bleandmunemmadvanceamorganuans
plantmc preservation and transportation

antﬂs of how 1 meer
mmts are the medical professiopals’ to de-
cide, which ig as it should be,

Unfnmmately, -the mddical prefessionals
at UNOS became used to lax HHS oversight .

over the years, and rare indeed is the hospi-
tal or doofor eager for performance evalua-
tions. So it {5 no surprise that this govern-

‘ment contyactor has .enlisted allies . in
.Comgress

to help it become a law umto itself,
Thiat should not be allowed to hsppen.

The smsl) burdens Ihie Clinton administra-

tion is asking UNOS to mke on hold grear -

promise for irmpro

the tmammm of pa-
nemx But 1f the medicdl p

fessipnals best

guited Yo do the job fail to do it, the govern-
gxezt:.t will have to step {1 and do its imperfect )
- bes . B

0S5 1o establizh

those require- .

......
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Improving Access to Organs

Forum
Joina stcussmn on Edltonals

or mote than a year the Clinton Administration has been trying

to improve the way human organs donated for transplants are

| distributed to patients around the country. But Congress, responding
to intense opposition from transplant centers, has blocked the use of

new Federal regulations that aim to broaden organ sharing across
arbitrary local lines. A new report by the Institute of Medicine, a -

.- branch of the National Academy of Sciences, confirms that changes

are needed to make the system more fair and effective.

The current system directs most organs to be used in the locel area
where they were donated. That can cteate unfair situations where

" patients who are less ill may get transplants while more severely ill

individuals who happen to live outside the local organ procurement
area are made to wait. This has become an increasingly important

public health issue, since about 4,000 Americans die each year wlnle '

wmting for transplants.

The Depa:tment of Health and Human Semoes tned to address the -
- problem by issuing new regulations last year, These direct the

United Network for Organ Sharing, a private organization that -

- coordinates organ distribution nationally, to design a new allocation

system that puts more emphasis on medical criteria and leaves less
to geography. But Congress delayed that directive from going into
effect until this October. The network insisted that the rules would

~ force small transplant centers to close and discourage orgen

donatxons if donots knew organs would go outside their community.

The Iustitute of Mcdxcme report, commlsmoned by Congress, found‘ ‘
 those fears to be overblown. The report, which focused on liver

transplants, said waiting periods for the very sickest patients were
actually comparable across the pation. But there were differences in
waiﬂng times for patients who werc less ill. The report recommends
zmpmvmg distribution by requiring that organs be shared am:oss :

. Marhetplace:
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iproving Access to Urgans

wider regions based on population, so long as the regions are not so
geographically large as to pose problems in transporting the organs.

The report also affirmed the need for more active Federal oversight
and greater scientific review of allocation principles. These -

" recommendations are consistent with the Administration's approach.
The transplant community should drop its resistance to Federal

_ regulations that could make the system more eqmtable for patients
everywhere.
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‘Changing the us tmnsplant system

In the USA, whcm you live can determine whether

© ar not you reccive gn organ transplant. That is

because the US organ allocation system is broken up

~ into 11 regions and operates a “locals first™ policy in.
‘which organs are first offered to paticats ia the area

‘ whmthcorﬂmswmobumcd.:hmtommmin

" the surrounding region, and finally wo patents in the

~rest of the ngtion. As « result, 2 parient living in one

panofmeooumrymymxivcummplmtbcﬁm
snother patient with greater me&xcal need Bving in

mc:hcrpartof the counuy.
" To try to reduce such geogruphical disparities, US
Secrctary of Health end Human Services, Donnu
. Shalals, has proposcd new regulations that will:
require the natonal Organ Procurement and

Transplantadon Network (OPTN), a private scetor
system of orgun procurement - organisatons end

transplant centres eembﬁshed by the 1984 National

Organ‘Iransplant Act, to revise its allocation policies
so that efigiblerpaticned arc nar denied a ransplant
because of where they live. '

Preasdyhowd;cOP’I‘Nistoatmmthisgoalm
: .!cfttomcnetwo&m work out, but the policies must

satisfy three performance goals. They niust cstablish

standardised criteria for determining which patients:

ere medically eligible ta bé put on teansplant walting

lists ‘ond for determining the medical stam of

_pedents,-¢o that the medical nceds of different
padients can be compared; and thcy must set up-
sllocxtion pratacols that will reduce the influence of
geographical factors to thut organs will first go to

. those with the highest medical urgency. In pursuit of

these gouls, however, the regulations do not require

the OFI'N ta adope policies which, because they are
impractical or are contrary to sound medicsl -

judpment, lead to furle transplams snd orpan
wastage.

On the face of il, it i hard to scc what is
~ objectopable sbout Shalala’s proposal, but the

response of the United Network of Orgun Sharing
(UUNOS), the DHIIS contructor that operates
OPTN, hus heen furlous, In & lercer sent to cvery US
Senavor last spring; the outgoing president of

UNOS, L ¢ Hungicker, described dhie segulatony us

a “fedemalization of die: current system which takes

away control of the (ransplanc wyroem: from: docxors

qmd p.mcnts in almost 300 wansplant ceaters and -
hands it over o Tederul regulators™ and forces-
doctors to give livers “to the very sickest paticnts®;
who are likely to require second or third transplants

and dhus use organs that could have gone to save

other patients. Humticker predicts that  the
regulations will make it more difficulc for most

- padents to receive & trinsplant because organs will

be shunted towards & few large trunsplant centres

- with the longest waiting lists and the sickest patients.

But it is hard to see how the regulations amount to
& “federatizution”™ of the US tansplant system, when
they merely set pg:rfo:mance goals and allow OPTN:
10 dcvclop the policies. The tegulauons also do not
requirc that trangplents be given to the “very
sickest™ paticnts but rather thac preference be glven

- 1o those who are “very ill but whe, in the judgment.

of their physicians, have a reasonable likelihood of .
post-transplant survival® over those who are less
medically urgent. Finally, it is hard to predice, before
OPTN has formulated the final policies, what
impact the rcgulations will have on smaller

-transplant centees. However, it can be argued that

since where organs will go will depeud on the needs
of paticnts and not the size- of the transplant centre

- smaller programmes could farc well under the new
. m!cs. .

'UNOS and othcr opponents of the pmpmal is not
helpful and has slready caused mischief. Two states
have psssed legislation that gives state residents
priotity for organs donated within those states.
Several other states ure considering similar laws,
which, if they survive court chullenge, will further |
fragment the US orgun allocation system. ‘
1he new regulations . proposed by Sccretary
Shalala seera to give the network rufficient leeway to
miove cuser w the desired goal without requiring it

-to adopt policies thar will wuste orgens or force

doctors to perforn futile transplants. UNOS would
boetter serve the  transplant \communityv if it
abandoned f{ts stumce and began working with -
DHHS to draw up alibwdon poliaca d\at are

* practical and fair
E Tha Lancet

WWCN @ CRIMEL. WS smmm T 2 44 smoe

- e -



http:c:ontnlctC.1f

HENATION’S: NEWSPAPER

1 lN THE USA K .’TFIRST IN DAILY: READERS 3

|

would reduce
| inequities in
organ cases

By Robert Davis
USATODAY

— HHS policies

Years of debate over how or-

%&m of organs, is

ing & new set of “core
that will change the medical

eommunﬂy‘shandnngoumns-
plant cases,

The policles are intended to
fessen the Importance of wait-

more information about more

[THE HIT

HﬂLunmodn  @
GV.ERLU{]KE L i

10 sleeper: Grass-oots markating vauited bibi-
g, Godemaawodqandbmtomoaeﬁt

PRTN

airer’ transplant

jus.d,,‘ Qcddaee 171 l‘%‘?t

. Io!mmuwanpaﬂen!s
| by’one set of -rules, including
survivab!

uthNshgomgto

Tove tient) . survival
‘unp _Gpatient)

Earl Fox,

ng Hsts, force hospitals to share .

admmatorcfmeneamxke-

“We think ft s golng tobe &
fairer system.” ‘

mtmmplanteommnm nity,
expressed concern

 which has

about foss of medical independ-

ence, reacted cantiousty.

%ammhenemﬁeo- ‘
otmmnsmm ’

oveufgm.mtvedonotbe&we

ghould be
med!eal
ment from Ronald
president

rsald astate- -

of the American Soci-

N

transplant system, the Untt-

| ed Network for'

(UNOS), said i wasstill review-

(ngﬂxenﬂm.wn!mtakeeﬂect .
'me mm call for UNOS o




The Organ King
* An outfit with life-and-death power over

patients waiting for transplants has evolved
into a heavy-handed private fiefdom.

8Y BRIGID MGMENAMIN
federal monopoly that's chilling
the supply of transplantable or-
gans and letting Americans who need
‘them die needlessty (FORBES, Mar. 11,
1996), Health & Human Services Sec-
retary Donns Shalala has beea trying
to challenge the way United Network
for Organ Sharing aperates, .
~ But the Richmond, Va.-based car-
tel will have none of it. Using a heavy-
handed mix of litigation, lobbying and
bullying of its apponents, UNOS has so-
lidified its position as the federal con-
 tractor in cliarge of deciding which
people get new kidneys, lwm or
hearts. -

Undu'tthNOSsynem.mcstor- ‘

- gans are shared only within 62 regional
" territories. A potential recipient in, say,
New York, where donations are low,
can expect to wait months for an organ
" to show up, even though there may be
so many donors across the river in New
Jersey that New Jersey patients are get-
ting transplants after short waits or

_ when they are far from desperate.
Though UNOS has begun to relax
the locals-first policy, still, last year
4,855 Americans died while waiting for
transplants, (This doesn’t even count

B¢ F O R BB &« Novegber 1, 1999

peoplcpuﬂedo{f&chsta&crthcybe-
came too sick to handle a transplant.)
It is a matter of debate how much
Iower the number of deaths would be if
the system for obtaining and slloca-
ing organs were more rational. But
Consad, a research outfit in Pittsburgh,
estimates that at least 1,000 people die
. needlessly each year.

When Shalala urged that organs be
shared aver wider regions, UNOS Bxec-
utive Director Walter K. Graham re~
fused, He decreed, in a memo to his
member haspitsls and organ banks,

that UNOS doesn’t have to take
direction from the federal gov-
_ernment on this point. -

UNOS' main source of [N
funding is the $375 registration [
fee potential organ recipients §
must pay to get on the waiting
list. That amounts to some $13 .

- million a year, money that is FHEEE
supposed to be spent mostiy to §
match organs with suitable re-
cipients. In realiy, at best half
of the money goes to that,

What about the rest? Gra-
ham and his 40 board mem-

bers spead some $1 million

each year on jetting around UNGS' Kometown congressmsn, T
and on meetings and confer- mmumuuﬂmmmwmmw

= e

ences. A new $7 million headquarters
building is planned. In 1997, some $1.6
million went for items network offi-

" cials refuse to explain. “They really

ncver tell you what they’re spending

by money on,” says vetcran board mem-

ber John Fung, a liver surgeon at the

¥ University of Pittsburgh.

When Shalala tried to exert more

" control over the rising registration

fees, Graham challenged her in a' pro-
ceeding before the U.S. General Ac-
counting Office, claiming she had no
right even to know how he spent the
fees. The suit was settled; Shalala

~ backed down.

Why not sxmply bring in another A
contractor to ration organs? Good
luck. The congressional committee in
charge of such matters is headed by
Representative Thomas Bliley, from
UNOS' home city of Richmond. His

- cousin Paul §. Bliley is a law partner of -

UNOS lawyer Maloolm B. (Dick) Ritsch.
Last fall, then-Louisiana Congressmian
Robert Livingston, whose home state
includes eight profitable transplant
centers, pushed through & bill halting
further attempts by Shalala to control
the contractor.

After the Senate rejected thls mora-
torium, Livingston got it tacked onto
another bill bchind closed doors by
- threatening to hold up funding for the
International Monetary Fund. The
moratoritim ends Oct. 21, But UNOS

hasalradyhadWismnsinCongmss—
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. Program, recently expressed in-
 terest in having his organization .

- UNOS found out he was inter-
.. ested, his board members, who

man David Obey tack another one-
year extension onto & bill that was sct
to go to the full House for 2 vote in Oc-
tober. His state’s four transplant cen-
ters stand to lose organs if UNOS loses
its grip. '

Craig Howe, exccutive dxmctor of
the National Marrow Donor

bid on the organ contract. After

indude 14 physicians, axed him.
Although some powerful and -
prominent surgeons like Fung are an

. exception, most doctars involved in the

business fear offending UNOS lest their

organ supply be affected.
Inanothe:instanocl‘oam:smm

of, UNOS threatened to retaliate against
an outfit it perceived as a rival bidder
for the argan allocation job. ‘
Tax-exempt groups like UNOS are
supposed to make their financial state-

ments available for public perusal. But

- UNOS hides significant activity behind

two little-known affiliates that aren’t

. required to disclose anything.

The first is the UNOS Foundation,
a six-year-old shadow organization run

‘by UNOS staffers. Spokesman Robert

 UNOS milks desperate
patients to subsidize a

Spicldenner claims the foundation
doesn'thave to file tax returns because
it brings in less than §25,000 a year.
The UNOS Foundation owns some-
thing called the Transplant Informatics

Institute, a for-profit company run by

organ network staffers. Transplant In-
formatics is so secret that even some

UNOS board members are unawarc
t’hat it exists. -

~ What 'docs the institute do? The
government thinks it markets UNOS-

- developed software to organ network

membess, In an sudit looking into the
use of registration fees for lobbying,
the Office of the Inspector General got
just that impression. What the institute
really does is analyze and sell
~ organ network data to profit-
" making companies like Fuji-
sawa, the Japanese firm that
sclls drugs for transplant pa-
tients. When the institute has -
not been able to cover its costs
with such sales, UNOS has used
its registration fee income to make up
the difference. Prospective organ re-
cipients are therefore effectively fund-
ing this hidden business, :
You'd think someone on UNOS'

.board would scream bloody murder -

ebout all this. After all, the 40-person
board is slmost half doctors, dedicated
to saving lives. But the directors have
little idea what's going on. *The board

is kind of in the dark,” sighs patient ad-

- vocate Charlcs Fiske, a former board

member.

“We recexved an annual ﬁnaucial
report and pretty much accepted it as.
written,” says Univessity of Oklahoma

transplant doctor Larry R. Peaning-

ton, a board member from 1996 to
1998. They really don’t know how to

- interpret the data. “All 'm familiar

with is hospital sort of activity,” ad-
mits transplant physician William

“Harmon.

Realizing that UNOS is out of con-

trol, Shalala has put out feclers for a re-

placement. *I hope we have some bid-

ders this time,” sighs Claude Fox, 2

who, as sdministrator of
the Health Resources & Services Ad-

" ministeation, oversees transplants for

E
z

Shalala. The only prospect so far is

Santa Monica-based Rand. ‘
Determined to see that Rand does

not walk off with the contract, UNOS®

lobbyists are pushing for a law that

‘still if the federel gov- ok

- would insure that Graham's group will

keep the conitract forever: Last month
Bliley’s committee held hearings on a
bill which would require the organ ra-
tioning contractor to have experience,

something no group but UNOS has. It

would also sllow UNOS' members to
vote onthe choice. ’

‘thcmmoreofamngle:

people who sign up as potential donors
when they are young some priority in
getting organs when they are older?)
Once there are enough hearts and livers
to go around, there won’t be unac-
countable arbiters holdmgsway over
ourhves. : . F

hold isn’t in the public [EREEER SEEEE

interest,” says For. “It's PN
like giving the EPA to [
some land-fill company,”
‘says Dr. Fung, i
It would be nice if JER
UNOS didn’t have a lock 8
on this business, Better B

ernment stepped out of
the process altogether
mdletdodnacomcup‘
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