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Executive Summary

Abstract. This report provides an independent assessment of the cur-
rent policies and potential impact of a pending new federal regulation (the
“Final Rule”) on the system of organ procurement and transplantation.

One of the most visible and contentious issues regarding the fairness of
the current system of organ procurement and allocation is the argument
that it results in great disparities in the total amount of time a patient waits
for an organ (i.e., the time from registration at a transplantation center to
transplant), depending on where he or she lives. Because much of the cur-
rent debate has centered on the procurement and allocation of livers, the
committee focused its examination on this organ.

In an analysis of approximately 68,000 liver patient records, the commit-
tee developed several conclusions and recommendations largely specific to
liver transplantation policies. Included among these is the fact that, as previ-
ously calculated, the overall “median waiting time” that patients wait for or-
gans—the issue that seems to have brought the committee to the table in the
first place—is not a useful statistic for comparing access to or equity of the
current system of liver transplantation, especially when aggregated across all
categories of liver transplant patients. The committee also found that the cur-
rent system is reasonably equitable for the most severely ill (status 1) liver
patients, since the likelihood of receiving a transplant is similar across organ
procurement organizations (OPOs) for these patients. Similarly, pretrans-
plantation mortality rates are also quite similar across OPOs, irrespective of
the patient’s status level. The committee also found, however, that the system
can be improved for patients who are on the waiting lists of smaller OPOs by
enlarging the current organ allocation areas to include larger populations.
Doing so will likely increase the number of status 1 and 2 patients receiving
liver transplants with a concomitant reduction in the number of transplants
performed on status 3 patients, who are at much lower risk of imminent
death. Such expansion of the geographic area of allocation would have to be
done within the limits of cold ischemia time. Preliminary data on existing
regional and statewide sharing seem to agree with this projection, indicating
that status 1 transplantation rates will be increased, status 2B pretransplanta-
tion mortality will be decreased, and the transplantation of status 3 patients
will be reduced as a result of broader sharing by smaller OPOs. In general,
the committee finds broader sharing is likely to result in more of the most
medically urgent patients receiving first attention when waiting for donated
livers, and it makes some specific recommendations for implementing the
Final Rule to improve patient outcomes.
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Since the enactment of the National Organ Transplant Act of 1984, the
number of people receiving organs has increased annually. In 1998, more than
21,000 Americans—about 57 people a day—were transplanted with a kidney,
liver, heart, lung, or other organ. On any given day, approximately 62,000 peo-
ple are waiting for an organ and every 16 minutes a new name is added to the
national waiting list (UNOS, 1999). These numbers represent only the indicated
demand for organs. It is likely that there are many more people in need of trans-
plantation who are not currently on a waiting list. Moreover, although the num-
ber of donors has increased steadily since 1988, donation rates are not growing
as quickly as the demand for organs (GAO, 1997). As a result, approximately
4,000 Americans die each year (11 people per day) waiting for a solid organ
transplant (UNOS, 1999).

The disparity between the supply of and demand for transplantable organs
has focused attention on the policies and practices regarding the allocation of the
scarce supply of organs. Concerns about need, supply, demand, access, and ra-
tioning have raised questions about the appropriate role of the federal govern-
ment in regulating this important public health issue. The polemical nature of
the debate has increased public skepticism about the integrity and fairness of the
system. Such skepticism may serve to reduce donations and create more serious
shortages (Dejong et al., 1995).

One of the most visible and contentious issues regarding the fairness of the
current system of organ procurement and transplantation is the argument that it
results in great disparities in the amount of time potential liver transplant patients
wait for a transplant, depending on where the patient lives. (The term “waiting
time” is used throughout this report to refer to the time from registration at a trans-
plantation center to transplant, death, or removal from the waiting list for other
reasons.) An additional concern is that minorities and the poor may have less ac-
cess to organ transplants than do whites of higher socioeconomic status.

In response to concerns expressed about possible inequities in the existing
system of organ procurement and transplantation, the U.S. Department of Health
and Human Services (DHHS) published a new regulation in April 1998 (42 CFR
Part 121, referred to in this report as the “Final Rule”) to “assure that allocation
of scarce organs will be based on common medical criteria, not accidents of ge-
ography” (DHHS, 1998b).

The Final Rule provides a framework within which the transplant system
would operate. The stated principles underlying the Final Rule include the need
for oversight in a system that permits variance in individual medical practice and
the creation of a “level playing field” in organ allocation—that is, organs are
allocated based on patients’ medical need and less emphasis is placed on keep-
ing organs in the local area where they are procured. A primary stated objective
is to equalize waiting times among different areas of the country. To emphasize
this, the Final Rule calls for standardized medical criteria to be used to deter-
mine the status of a person’s illness and when that person can be placed on a
waiting list. In addition, the rule aims to improve data collection and analysis so
that patients, their physicians, and the public have timely, accurate, and user-
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friendly, center-specific data on the performance of transplant programs to help
them to assess quality and make transplant decisions.

Issuance of the Final Rule generated considerable controversy in the trans-
plant community. Concerns were expressed that its implementation would in-
crease the cost of transplantation, force the closure of small transplant centers,
adversely affect access to transplantation on the part of minorities and low-
income patients, discourage organ donation, and result in fewer lives saved.
Some opponents of the rule also argued that DHHS had exceeded its statutory
authority by establishing a process for reviewing Organ Procurement and Trans-
plantation Network (OPTN) policies and procedures.

In October 1998, the U.S. Congress suspended implementation of the Final
Rule for 1 year to allow further study of its potential impact. During that time,
Congress asked the Institute of Medicine (IOM) to conduct a study to review
current OPTN policies and the potential impact of the Final Rule on:

• access to transplantation services for low-income populations and racial
and ethnic minority groups, including the impact of state policies (under Title
XIX of the Social Security Act) regarding payment for services for patients out-
side of the states in which the patients reside;

• organ donation rates, reasons for differences in donation rates, and the
impact of broader sharing, (i.e., based on medical criteria instead of geography)
on donation rates;

• waiting times for organ transplants, including (a) determinations specific
to the various geographic regions of the United States and, if practicable, wait-
ing times for each transplant center by organ and medical status category, and
(b) assessment of the impact of recent changes made by the OPTN in patient
listing criteria and in measures of medical status;

• patient survival rates and organ failure rates leading to retransplantation,
including variances by income status, ethnicity, gender, race, or blood type; and

• costs of organ transplantation services.

The legislation that called for this study included two additional areas for
review: (1) confidentiality of information about the program, and (2) the possi-
ble legal liability of OPTN members arising from their peer review activities. As
agreed, the U.S. General Accounting Office (GAO) addressed these two issues
in a separate report (GAO, 1999). Also as agreed in response to the legislation,
GAO assisted IOM by providing data to the committee regarding costs of organ
transplantation services.

CURRENT POLICIES AND PRACTICES

The process of organ procurement and transplantation begins when a patient
in need of an organ transplant is referred to one (or more) of the 272 organ
transplant programs (125 of which perform liver transplants) currently in opera-
tion in the United States. If accepted for transplantation by a transplant program,
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the patient is placed on that program’s waiting list until a donated organ that is
determined to be medically appropriate is available. Patients in need of a liver
transplant are assigned to one of several classifications—status 1, status 2A,
status 2B, or status 3—depending on the nature and severity of the patient’s ill-
ness (see Table ES-1).

The retrieval and preservation of donated organs, and their transportation (if
necessary) from the site of donation to the site of transplantation, is the responsi-
bility of organ procurement organizations (OPOs). There are 62 OPOs currently in
operation in the United States. Each is responsible for the retrieval and allocation
of organs within a defined geographical area, and in accordance with organ allo-
cation policies (see Appendix C). These geographical service areas vary greatly in
their size and population, as well as in the number of organs retrieved and the
number of patients transplanted by the transplant centers in their service areas.

TABLE ES-1.  UNOS Liver Status for Patients >18 Years of Age
According to Disease Severity

Status 1 Fulminant liver failure with life expectancy < 7 days

• Fulminant hepatic failure as traditionally defined
• Primary graft nonfunction < 7 days of transplantation
• Hepatic artery thrombosis < 7 days of transplantation
• Acute decompensated Wilson’s disease

Status 2A Hospitalized in Intensive Care Unit for chronic liver failure with
life expectancy < 7 days, with a Child-Pugh score > 10, and one of
the following:

• Unresponsive active variceal hemorrhage
• Hepatorenal syndrome
• Refractory ascities or hepatic hydrothorax
• Stage 3 or 4 hepatic encephalopathy

Status 2B Requiring continuous medical care, with a Child-Pugh score > 10,
or a Child-Pugh score > 7 and one of the following:

• Unresponsive active variceal hemorrhage
• Hepatorenal syndrome
• Spontaneous bacterial peritonitis
• Refractory ascites or hepatic hydrothorax

Status 3 Requiring continuous medical care, with a Child-Pugh score > 7 but
not meeting criteria for Status 2B

Status 7 Temporarily inactive

SOURCE: Keeffe, 1998; data obtained from UNOS website (http://unos.org) ini-
tially implemented July 1997, modified January 1998.
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The process of identifying which patient on a waiting list should receive an
available organ is facilitated by the OPTN. The OPTN, which was created by
Congress as part of the National Organ Transplant Act of 1984, maintains a
computerized listing of all patients, and certain vital data on such patients, on
waiting lists for organ transplantation. When an OPO determines that an organ is
available for transplant, it contacts the OPTN or more specifically, the United
Network for Organ Sharing (UNOS), which has been the OPTN contractor since
the system was created. UNOS then uses a complex, computerized algorithm to
determine which patient is the most appropriate recipient of the available organ.

There is general agreement that status 1 liver patients should be given first
priority for an available organ and, if no suitable status 1 patient is identified, the
organ should be offered sequentially to status 2A, status 2B, and status 3 pa-
tients. At the present time, this set of priorities is exercised first (with some ex-
ceptions) within the geographical area served by the OPO that retrieved the or-
gan. The organ is offered to a patient outside the OPO’s service area (using a
similar set of priorities) only if no suitable transplant recipient is identified
within its service area. (See Appendix C for a description of current allocation
policy.) Thus, despite the general consensus that status 1 patients should be
given priority over other patients, the current allocation policies and practices
may result in a status 2B or status 3 patient receiving an available organ because
he or she is within the service area of the OPO that retrieved the organ, while a
suitable status 1 patient in a different OPO service area continues to wait for an
organ. This is the basis for much of the debate about the fairness and effective-
ness of the current system and one of the major concerns that the DHHS Final
Rule was designed to address.

CONCLUSIONS AND RECOMMENDATIONS

The committee developed conclusions regarding the potential impact of the
Final Rule on each area listed in its charge, as well as recommendations as to
how the Final Rule should be implemented. Because liver allocation was at the
center of the debate leading to this study and there are several unique factors
related to liver transplantation (e.g., the lack of medical alternatives to trans-
plantation, such as dialysis for kidney patients), and because of the severe time
constraints placed on this project by Congress, the committee focused its atten-
tion primarily on issues related to the policies, practices, and data concerning
liver procurement and transplantation. Unless specified otherwise, the text,
analysis, and conclusions and recommendations presented in this report relate to
liver transplantation.

The committee views organ transplantation as a valuable, often lifesaving
process that should be managed equitably across the nation. It also believes the
federal government has a legitimate and appropriate oversight role to ensure that
reasonable standards of equity and quality are met. Therefore, the committee
offers conclusions and recommendations on several crosscutting issues that must
be addressed to improve the overall system. These issues include the need for



ORGAN PROCUREMENT AND TRANSPLANTATION6

better data collection, analysis, and dissemination; the need for better scientific
oversight of the entire transplant enterprise; and the need for more rigorous
evaluation of the system’s performance. The committee’s conclusions and rec-
ommendations follow.

The Need for Larger Organ Allocation Areas

The committee concludes that the fairness of the organ procurement and
transplantation system, and its effectiveness in meeting its stated goals, would be
significantly enhanced if the allocation of scarce donated livers were done over
larger populations than is now the case. This led to the following recommendation.

RECOMMENDATION 1: Establish Organ Allocation Areas for
Livers

The committee recommends that the DHHS Final Rule be im-
plemented by the establishment of Organ Allocation Areas (OAAs)
for livers—each serving a population base of at least 9 million peo-
ple (unless such an area would exceed the limits of acceptable cold
ischemic time). OAAs should generally be established through
sharing arrangements among organ procurement organizations to
avoid disrupting effective current procurement activities.

To arrive at this conclusion and recommendation, the committee reviewed
all the literature and testimony submitted to it and conducted an independent
analysis of 68,000 records for patients on liver transplant waiting lists. These
data described every change in the waiting list status for every patient on a
waiting list from 1995 through the first quarter of 1999. These patients were
grouped by OPO as the unit of analysis for assessing allocation policies. A
mixed-effects multinomial logistic regression model was used to examine the
effects of various factors—including age, race, gender, blood type, waiting time,
and size of OPO—on the likelihood of a patient either receiving a transplant or
dying while on the waiting list. (See Chapter 5 and Appendix A for a complete
description of this analysis.)

The committee’s analysis revealed that OPO volume (the number of trans-
plants performed within its service area) and OPO size (the population within its
service area) are both statistically significant predictors of transplantation for
status 2B and status 3 patients. OPOs with small and medium volumes (defined
here as those with less than an average of 75 transplants in their service area per
year over the 4 years for which data were available) were significantly more
likely to provide organs to status 2B and status 3 patients than OPOs that aver-
aged more than 75 transplants per year. In addition, patients served by small
OPOs (those with fewer than 40 transplants in their service area per year) had a
significantly increased risk of pretransplant mortality while on the waiting list.
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The committee’s analysis also provided strong statistical evidence that in-
creasing the size of the population served in liver allocation will result in more
opportunities to transplant sicker patients without adversely affecting less sick
patients. For status 2B patients, the results of the statistical analysis reveal that
both pretransplant mortality and the probability of transplantation falls as OPO
size increases up to 9 million people—both desirable outcomes (see Figure ES-
1). Results of the statistical analysis also reveal that status 3 patients are less
likely to undergo transplantation as OPO size increases up to 9 million with no
increase in pretransplant mortality (See Figure ES-2). Thus, the number of status
2B and 3 patients receiving transplants could be reduced to allow more status 1
and 2A patients to receive transplants without an increase in pretransplant mor-
tality for the status 2B and 3 patients. The committee further observed a conver-
gence of these two statistical findings in that all of the OPOs serving 9 million
or more people performed a minimum of 75 transplants within their service ar-
eas per year. On the basis of this analysis, the committee reached the following
conclusion:

Creation of organ allocation areas based on a minimum population of
approximately 9 million persons would substantially increase the allo-
cation of organs to patients with more urgent need of a transplant.

The committee recognizes that achieving optimum results in procuring or-
gans for transplantation is highly dependent on good working relationships at
the local level among hospitals, OPOs, transplant centers, and others in the
community interested in supporting organ transplantation. The OPOs currently
in existence have been working diligently for some time to develop and maintain
such relationships, and the committee does not want its recommendations to
detract from or interfere with present operations where they are working effec-
tively. The committee, therefore, is explicitly not recommending that these
larger allocation areas be created by consolidating existing OPOs into fewer,
larger organizations. Rather, it is recommending that allocation over larger
populations be achieved through changes in policies and procedures and through
sharing arrangements among OPOs.

Appropriate Consideration of Patient Waiting Times

Disparities in overall median waiting times for liver transplants have been
cited as an indicator of the unfairness of the current system. However, for the
reasons set forth below, the committee concluded that this is not an appropriate
measure of the fairness of the system. Moreover, the committee also concluded
that waiting time was not an appropriate consideration in determining priorities
in the allocation of livers within certain classifications of less severely ill pa-
tients. This led to the following recommendation.
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RECOMMENDATION 2: Discontinue Use of Waiting Time as an Al-
location Criterion for Patients in Statuses 2B and 3

The heterogeneity and wide range of severity of illness in
statuses 2B and 3 make waiting time relatively misleading within
these categories. For this reason, waiting time should be discontinued
as an allocation criterion for status 2B and 3 patients. An appropri-
ate medical triage system should be developed to ensure equitable
allocation of organs to patients in these categories. Such a system
may, for example, be based on a point system arising out of medical
characteristics and disease prognoses rather than waiting times.

Because status 3 patients greatly outnumber those in other status groups, the
overall median waiting time—for either an OPO or a transplant center—is pri-
marily determined by the waiting times for these patients. However, these are
the patients with the least urgent need of transplantation, as well as the patients,
on average, with the longest periods of time on the waiting list. These facts led
the committee to the following conclusion:

Overall median waiting time, which has dominated the policy debate, is
a poor measure of differences in access to transplantation. Status-
specific rates of pretransplantation mortality and transplantation are
more meaningful indicators of equitable access.

The committee examined the 68,000 patient records described above to
compare the waiting times and mortality rates across OPOs, for each of the pa-
tient status groups. Waiting times were typically only about 3–4 days for status 1
patients, 40–70 days for status 2 patients, and 100–400 days for status 3 patients.
Moreover, there was far less variability in waiting times across OPO areas for
status 1 patients than for status 2B and status 3 patients. Similarly, pretransplant
mortality did not vary substantially across OPO areas for all three status levels.
From this, the committee reached the following conclusion:

The current system appears to generate reasonably little variation in
waiting times across OPOs for status 1 and 2A patients, indicating that
waiting time is an appropriate criterion for organ allocation, along
with necessary medical criteria, within these categories. Greater
amounts of variation occur for status 2B and 3 patients across OPOs.

Further analysis of the waiting list data revealed that status 2B and status 3
patients have a decreased likelihood of either transplantation or death the longer
they are on the list. This suggests that many of these patients, despite meeting
the criteria for being placed on a waiting list, have little likelihood of receiving a
transplant and little risk of dying. It may be that some patients are put on waiting
lists at an early stage in their disease condition to accumulate waiting time and
move up the priority list. If so, this is contributing to the appearance of an ineq-
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FIGURE ES-1   A three-dimensional view of the relationships among waiting-list time (measured in
months), OPO population (in millions), and probability of transplant (a) and death (b) for status 2B
patients.
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FIGURE ES-2 A three-dimensional view of the relationships among waiting-list time (measured in
months),OPO population (in millions), and probability of transplant (a) and death (b) for status 3
patients.
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uitable allocation system even though the system is, in many respects, reasona-
bly equitable for the patients most in need of a transplant. Eliminating the use of
waiting time in status 2B and status 3 patients as a component of the priority
score would reduce the incentive to list patients who are in less urgent need of a
transplant and would enhance the chances that patients more in need of a trans-
plant would receive one.

Among the status 2B and status 3 patients, there appears to be a sub-
group of patients who are more likely to require a transplant within a
shorter period of time than the remainder of patients in that status. The
remaining patients in that status will live a relatively long time with
chronic liver disease, not become medically urgent, and not receive a
transplant. Thus, the length of waiting time in status 2B and status 3 is
not a good indicator of medical urgency or priority.

Access to Organ Transplantation

The committee was charged to determine what, if any, impact the Final
Rule would have on the access of low-income and minority populations to
transplantation services. The available studies addressing this issue are limited
in number and scope, making this a challenging assignment. Moreover, the data
the committee received from the OPTN contained information on race, but not
socioeconomic status or insurance coverage; our conclusion regarding low-
income patients (below) is based on the limited available studies. Thus, the
committee cautions that its findings (which follow) must be considered provi-
sional rather than conclusive.

African American patients are less likely than white patients to be re-
ferred for evaluation and are placed on waiting lists at a slower rate,
as are low-income patients of all racial and ethnic groups.

African American kidney patients on waiting lists are transplanted at a
lower rate than white patients, but similar disparities have not been
shown for liver patients.

The evidence is inconclusive that the Final Rule would result in the clo-
sure of smaller transplant centers located in areas that are more acces-
sible to the residences of prospective transplant patients. Moreover,
even if this were a result of the Final Rule, there is no evidence demon-
strating that this would have an adverse impact on the access of mi-
nority and low-income patients to organ transplants.
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The most important predictors of equity in access to transplant services
lie outside the transplantation system—that is, access to health insur-
ance and high-quality health care services.

Organ Donation

The committee was asked to assess whether implementation of the Final
Rule, particularly efforts to achieve broader sharing, would affect organ dona-
tion rates. The committee found that many elements affect donation rates, most
of which have little to do with local allocation policies. Thus, local preference
seems not to be a significant factor in the decision to donate. The committee
found little or no evidence to support the assertion that people would decline to
donate, or that health professionals engaged in organ procurement would be less
diligent in their efforts, if they knew a donated organ would be used outside the
donor’s immediate geographic area.

The committee heard testimony that the presence of a transplant center in a
community enhances the community’s awareness about organ transplantation
and increases organ donation in that community. However, the fact that local
transplant centers are important in stimulating organ donation does not lead to
the conclusion that local use of donated organs is an important consideration of
donors. Further, the committee notes that areas participating in broader sharing
arrangements have experienced increased donation rates. It may be that the per-
ception of fairness and effectiveness in distribution is as important as other fac-
tors in affecting donation rates beneficially.

The committee believes strongly that the effectiveness and productivity
of organ procurement is highly dependent on good working relation-
ships at the local level. However, it finds no evidence that broader or-
gan sharing arrangements will lead to reduced rates of donation.

Organ Failure and Patient Survival

The committee was asked to determine the potential impact of the Final Rule
on patient survival rates and organ failure rates leading to retransplantation. A
number of biological factors influence short-term outcome as well as long-term
function of transplanted organs. Not all organs are the same; for example, some
organs are more sensitive to ischemic time than others, but ischemic times have
not been rigorously evaluated in the past. The committee undertook a comprehen-
sive assessment of the existing literature and made judgments based on this infor-
mation that are in general agreement with current practices (see Table ES-2).

The committee’s analysis of data on posttransplant mortality of recent liver
transplant patients revealed that patients receiving transplants at centers served by
lower-volume OPOs had higher mortality rates relative to larger-volume OPOs. In
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addition, the 1999 UNOS report on graft and patient survival rates showed that
low-volume transplant centers had lower than expected 1-year graft survival rates.
Although these findings may suggest a positive correlation between transplant
volume and patient survival, the committee did not believe it had enough data to
reach a conclusion regarding the impact of the Final Rule on survival.

TABLE ES-2  Summary of Literature on
Cold Ischemic Time for Solid Organs

Organ

Medically Acceptable Cold Ischemic
Time* (simple cold storage using
appropriate preservation fluids) (hrs)

Liver 12
Pancreas 17
Kidney 24
Heart 4
Lung 6–8

*The committee defines medically acceptable cold ischemic
time as the duration of cold ischemia that has been associ-
ated in clinical experience with an appropriate and accept-
able percentage of acute and long-term graft function and
survival. The times presented in this table are based on the
committee’s review of peer reviewed literature. Longer
times are sometimes reported in clinical practice with ac-
ceptable outcomes. Outcomes vary as a function of many
other factors, including age of donor and quality of organ.

Costs

The committee examined whether implementation of the Final Rule would
increase transplantation costs because of the combined effects of sharing do-
nated organs over a greater geographic area and using donated organs in patients
who are more severely ill. Based on information obtained by the GAO about
organ recovery practices from officials at six OPOs, the committee learned that
costs vary considerably among transplant centers and OPOs. The cost of trans-
porting an organ, for example, depends on the mode of transportation used
(ground or air), the distance that the organ must travel, and whether the trans-
plant team travels to the site of donation to retrieve the organ. The committee
concluded that organ procurement costs would likely increase, but was not able
to estimate by how much.

The committee also concluded that status 1 patients incur higher costs than
status 2B or 3 patients, and this, too, would increase the cost of implementing
the Final Rule. Again, the committee was unable to estimate the amount of the
increase.
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Expenditures for organ procurement and transplantation are likely to
increase as a result of broader sharing. The committee is not, however,
able to estimate with confidence how large the increase might be be-
cause it is not clear how the Final Rule will be implemented and how
many patients in each status will be affected. Any increase in expendi-
tures must, however, be weighed against the additional health benefits
of broader sharing, which the committee believes will be substantial
and could outweigh any net increase in expenditures.

Oversight and Review

During its deliberations, the committee came to the conclusion that the sys-
tem of organ procurement and transplantation is not functioning as well as it
could because responsibility is dispersed among many different participants
without an effective means of holding them accountable to the patients that the
system is designed to serve. The committee believes that the purposes of the
National Organ Transplant Act would be better served if there were enhanced
oversight and governance of the system, aided by improved efforts at assessing
the performance of all key components. In addition, the committee concluded
that, although a considerable volume of data is collected, some important data
elements are missing, there is often a lengthy time lag in the data that are avail-
able, and these data are not readily accessible to patients, the health services
research community, or the general public. These concerns led the committee to
a series of important, related recommendations.

RECOMMENDATION 3: Exercise Federal Oversight
The Department of Health and Human Services should exer-

cise the legitimate oversight responsibilities assigned to it by the
National Organ Transplant Act, and articulated in the Final Rule,
to manage the system of organ procurement and transplantation in
the public interest. This oversight should include greater use of pa-
tient-centered, outcome-oriented performance measures for OPOs,
transplant centers, and the OPTN.

RECOMMENDATION 4: Establish Independent Scientific Review
The Department of Health and Human Services should estab-

lish an external, independent, multidisciplinary scientific review
board responsible for assisting the Secretary in ensuring that the
system of organ procurement and transplantation is grounded on
the best available medical science and is as effective and as equita-
ble as possible.
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RECOMMENDATION 5: Improve Data Collection and Dissemination

Within the bounds of donor and recipient confidentiality and
sound medical judgment, the OPTN contractor should improve its
collection of standardized and useful data regarding the system of
organ procurement and transplantation and make it widely avail-
able to independent investigators and scientific reviewers in a
timely manner. The Department of Health and Human Services
should provide an independent, objective assessment of the quality
and effectiveness of the data that are collected and how they are
analyzed and disseminated by the OPTN.

The committee believes these measures will greatly enhance public confi-
dence that the system is fulfilling its primary mission—serving the needs of
transplant patients. The establishment of the scientific review board would make
a particularly important contribution toward ensuring that there is a consistent
and coherent view as to how the system should operate, that the policies and
practices are based on the best scientific and medical knowledge currently avail-
able, and that the interests of transplant patients are given paramount impor-
tance.


