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Executive Summary

Beginning in 1993, the Ethics Committee (the Committee) developed a series of white papers that are
available through the Organ Procurement and Transplantation Network (OPTN) website. A white paper is
an authoritative report or guide that informs readers concisely about a complex issue and presents the
issuing body's philosophy on the matter. It is meant to help readers understand an issue, solve a problem,
or make a decision.

There have been recent reports describing the manipulation of waitlist priority of the organ allocation
system in both the medical literature and the lay press. To date, the OPTN and the United Network for
Organ Sharing (UNOS) have not offered guidance or established a formal position statement on this
issue.

This white paper will define and present an ethical analysis of manipulation of the waitlist priority of the
organ allocation system through the use of medically unnecessary interventions that are used to increase
a transplant candidate’s priority on the waitlist. The white paper will delineate the potential harms to
transplant candidates, the wait list as a whole, transplant providers, and transplant hospitals involved in
the manipulation of the organ allocation system.
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What problem will this resource address?

UNOS has received feedback regarding how waiting list priority could be manipulated through the use of
unnecessary medical interventions. For example, public comment responses for the Proposal to Modify
the Adult Heart Allocation System (2016) included concerns about manipulating waiting list priority
through the use of cardiac assist devices. These concerns have not been unique to any specific type of
organ transplant, but if it did occur, it could result in an inequitable organ allocation system.

A recent news report on National Public Radio (NPR)raised concerns about heart transplant providers
escalating medical care in the absence of medical indication for the treatment.® This behavior has been
largely justified by the position that the provider is acting in the best interest of his or her patient, but this
report suggested that when "gaming” the system goes from being an aberration to a standard strategy, —
then dishonesty becomes the norm.

While there may be a number of different ways or opportunities to manipulate an allocation system, this
paper will focus on the use of unnecessary medical interventions to raise a transplant candidate’s priority
on the waiting list. Such practice may violate the principle of equity and result in an inequitable organ
allocation system. It should be helpful for OPTN/UNQOS to provide guidance regarding this issue.

Why should you support this resource?

This white paper demonstrates that the OPTN continues to consider and provide guidance on important
and timely ethical issues faced by the transplant community. This white paper will be a resource that
members could consult if concerned about the manipulation of the organ allocation system to advance a
transplant candidate’s status on the waiting list.

How was this resource developed?

In January 2017, the OPTN/UNOS President asked the Committee to provide an ethical analysis
regarding the manipulation of the organ allocation system, particularly as it pertains to medically
unnecessary interventions that are used for the sole purpose of increasing a transplant candidate’s
priority on the waiting list.

The Committee proposed developing a white paper on the manipulation of the organ allocation system
through the escalation of medical interventions. A workgroup of Committee members completed a
literature review on this topic and began meeting by web conference. In April 2017, the lead author
provided at update during a full Committee meeting. The Committee agreed that the white paper should
limit its focus to the escalation of medical interventions to raise a transplant candidate’s priority on the
waiting list.

In May and September 2017, representatives of the Thoracic Organ Transplantation and Liver and
Intestinal Committees participated on two web conferences with the workgroup developing the white
paper. These representatives provided their perspectives on manipulating waiting list priority in their
specific area of organ transplantation expertise. Of note, these representatives reported that, in their
personal opinions, manipulating the waiting list through the use of unnecessary medical interventions
occurs, and they supported the development an ethical analysis or guidance addressing this practice.

The full Committee met in October 2017 to review the white paper. After this meeting, a draft of this
resource was sent to representatives of the Thoracic, Liver, Operations and Safety, Transplant
Administrators and Transplant Coordinators Committees to obtain pre-public comment regarding the
white paper. Representatives from four Committees provided feedback regarding the white paper. Most
responses commented on the importance of addressing this topic although several responses raised
concern about introducing this problem in a public forum. There were several comments regarding the
need to further refine organ allocation policies to reduce opportunities for manipulating waiting list priority
and for determining how to identify and intervene when clinical practice veers into potential manipulation
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of waiting list priority. One response suggested “abuses” of the system could occur if physicians don’t
fundamentally support the concept of transplanting the sickest transplant candidates first and at the
expense of other metrics. All comments were considered and the white paper was modified to address
some comments. The Committee met in December 2017, and supported sending the white paper for
public comment.

Which populations are impacted by this resource?

Transplant hospitals could voluntarily review the ethical principles and recommendations outlined in this
white paper if considering the escalation of treatment for the purpose of advancing a candidate’s status
on the waiting list.

How does this resource impact the OPTN Strategic
Plan?

1. Increase the number of transplants: There is no impact on this goal.

Improve equity in access to transplants: The escalation of treatment to advance a transplant
candidate’s status of the waiting list may violate the principle of equity.

3. Improve walitlisted patient, living donor, and transplant recipient outcomes: There is no impact to this
goal.

4. Promote living donor and transplant recipient safety: The escalation of treatment to advance a
transplant candidates status on the waiting list could expose the candidate to invasive medical
procedures with associated risks.

5. Promote the efficient management of the OPTN: There is no impact to this goal.

How will the OPTN implement this resource?

If this resource is approved, it will be available through the OPTN website. Additionally, this may serve as
advice to other committees as they consider policy changes to organ allocation systems.

How will members implement this resource?

Members will not need to take any action to implement this resource. Members could choose to consult
this resource on a voluntary basis.

Will this resource require members to submit
additional data?

No, this resource does not require additional data collection.

How will members be evaluated for compliance with
this resource?

This resource does not affect member compliance. Members could consult this resource on a voluntary
basis.
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White Paper

All the language in the white paper below is proposed new language; underlines have been omitted for
easier reading.

Manipulation of the Waitlist Priority of the Organ Allocation
System through the Escalation of Medical Therapies

Introduction

Due to increasing demand for organs and a lack of available organs, many patients clinically deteriorate
or die on the waitlist while awaiting life-saving transplantation. Organ-specific allocation criteria developed
by the Organ Procurement Transplant Network/United Network for Organ Sharing (OPTN/UNOS) are
applied to all patients on the waitlist to provide equitable access to life-saving organs.

For example, in heart transplantation, priority status can be influenced by the degree of therapeutic
intervention applied to the transplant candidate, based on the assumption that therapeutic measures are
a reliable index of disease severity. An unintended consequence of this approach is that a physician can
raise the priority status of a patient by instituting more advanced therapeutic measures even in the
absence of true medical necessity, a tactic some informally refer to as ‘gaming’.

Although ethical principles of equity and justice guide the allocation of organs additional ethical
considerations may conflict with these principles.' Physicians may be driven to escalate care for patients
by different professional obligations. Some physicians may be driven by professional duties to adhere to
the Hippocratic Oath or abide by the Rule of Rescue, to give their patient an advantage over other
patients. As patient advocates, physicians are expected to do all they can to help their patients receive
timely transplants, and some physicians may perceive that raising a patient’s waitlist status serves this
purpose. But because of this focus, some physicians may lose sight of their professional obligation to
serve as stewards of scarce organs to all patients on the waitlist. Competing obligations may compromise
physicians’ clinical decision-making. While more aggressive therapeutic measures carry increased risks
to a patient, these are often outweighed by the advantage of shortening the waiting time for a transplant,
during which his/her condition is likely to deteriorate. Further, patients themselves often develop a
sophisticated understanding of allocation prioritization, and may ask for interventions (even if medically
unnecessary) in order to ascend the waiting list.

This white paper provides an ethical analysis of physicians’ practices of escalating care to waitlisted
transplant candidates in order to increase their priority in the allocation system. Many in the transplant
community perceive, as expressed explicitly in the medical literature,?? that this practice of unnecessary
escalation of care is widespread, and recognize that physicians may feel compelled to similarly
manipulate the waitlist priority system so that their patients are not disadvantaged as a result of the
practices of others.

Due to the organ shortage, the transplant waitlist is functionally a zero-sum game. Shortening wait times
for some directly increases wait times for others. Thus, the practice of instituting more advanced therapies
to shorten an individual’s wait time has no beneficial effect on wait times for the patient population in the
aggregate. However, manipulating care to achieve a higher patient priority can generate complications in
patients receiving such care while also jeopardizing public trust in the organ allocation system, which in
turn, could reduce organ donation rates.

OPTN/UNOS leadership requested an ethical analysis regarding the manipulation of the organ allocation
system, particularly as it pertains to medically unnecessary escalation of interventions that are instituted
for the sole purpose of increasing a patient’s waitlist priority. OPTN/UNOS has not previously commented
on this issue.
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Purpose

The purpose of this white paper is to clearly define and present an ethical analysis of physicians’ practice
of manipulating waitlist priority by unnecessarily escalating care of waitlisted patients. This white paper
examines physicians’ dual obligations, including fiduciary obligations to their own patients and obligations
of stewardship of organs in the OPTN allocation system. This white paper addresses physicians’ ethical
obligations to uphold principles of justice and utility that are integral to the transplant allocation system,
and adhere to systemic safeguards that mitigate the manipulation of waitlist priority.

Numerous examples of manipulation of the U.S. and European organ allocation systems have been
discussed in the medical literature and the lay press.345 However, OPTN/UNOS has not formalized a
position statement on this issue or offered ethical guidance for providers who may be struggling to adhere
with OPTN/UNOS policies. Clinical medical ethics entails careful description of questionable ethical
practices. Specificity is important for fostering understanding of the practices being targeted and their
contexts, and for providing insight into practices that need to be safeguarded against. Accordingly, this
white paper reviews some examples of how physicians can escalate care to gain waitlist priority for their
patients and highlights the components of the various organ allocation systems that may be at risk for
manipulation. Describing the practice of manipulating the waitlist priority and its unintended
consequences is important for raising awareness of this issue, modeling ethical clinical practice,
upholding the ethical principles of allocation of human organs, and further developing safeguards to
prevent this practice from occurring in the future.’

This white paper is not intended to propose new enforcement, monitoring, or policing of any transplant
center’s use of therapeutic interventions. This white paper is also not intended to dictate how clinicians
should provide care to their patients, or to suggest the indications for using specific therapeutic
interventions. Rather, this white paper presents an analysis of the ethics of escalating care for the
purposes of increasing waitlist priority, and could serve as guidance for transplant providers who may be
confronted with this issue. This white paper offers transplant providers a model of how to engage in
ethical clinical practice, and it clarifies safeguards within the transplant system designed to protect justice
and utility in organ allocation.

Definition of Manipulation of the Waitlist Priority of the
Allocation System

For the purposes of this white paper, we will focus on waitlist manipulation related to
practices/interventions that are not medically required, but are initiated, maintained, or escalated for the
sole purpose of increasing a specific candidate’s waitlist priority. This definition excludes deliberate and
egregious waitlist manipulation that are clearly inconsistent with federal laws, regulations and
OPTN/UNOS policies, including accepting financial bribes for access to transplantation, or falsely
reporting patient information in order to increase the disease severity to gain additional priority for a
patient.

An example of egregious manipulation in the liver allocation system entails a so-called “bait and switch”
strategy whereby centers could list a large number of sick patients, some of whom centers may not intend
to transplant. By using this approach, a center could “bait” a procured liver graft to their center, hold the
liver to allow sufficient cold ischemia time to accrue to prevent the liver from leaving the center, and then
“switch” the allocation to another less sick patient waitlisted at their center. This practice is misleading,
dishonest, and violates UNOS’ ethical standards.

Evidence of Manipulation of the Waitlist Priority of the
Organ Allocation System

No studies have assessed the prevalence of waitlist manipulation. However, there are numerous well-
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publicized reports and editorials highlighting alleged purposeful manipulation of the allocation system.?-°

During the mid-late 1990s, three transplant hospitals in Chicago, IL were alleged by federal and state
authorities to have falsely reported patients as critically ill in order to house them in the intensive care unit
for the purpose of moving them to the top of the liver transplant wait list.# The hospitals denied any
wrongdoing, but did receive financial penalties. This incident generated questions about the integrity and
fairness of the liver allocation system based on the alleged events.??

In the last five years, prominent editorials described the widespread use of medical interventions that are
not thought to be medically indicated in routine practice, but allow for patients to receive higher waitlist
priority.22 This includes increased utilization of pulmonary artery (PA) catheters with continuous inotropes
for the purpose of increasing the priority status on the waitlist of a patient with heart failure.2 While there
are situations in which PA catheter use is appropriate, this intervention is associated with excessive
adverse complications, which typically prohibits its routine use. When use of PA catheters was aligned
with allocation priority, increasing use of PA catheters quickly followed.? Further, vascular complications
that preclude further catheterization have evolved to become a maijor justification for Status 1A
exceptions, which are presumed to be related to overuse of PA catheters. 23

Increasingly, heart transplant candidates are being listed as Status 1A (the highest priority), which is
largely based on the intensity/risk of the intervention used to treat the patient. This category was originally
intended for potential transplant candidates expected to survive less than one week. Now, Status 1A
patients have longer waitlist survival and may wait 6-12 months before transplant. The trend to waitlist
patients in the highest severity group has diluted the urgency, and in many regions, transplantation has
become unlikely for patients who are not listed as Status 1A. As such, providers may have become
incentivized to “list early and list high”.2 Another author noted that “although the system is arguably
transparent, all experienced physicians recognize that the decision to continue a patient on a low-dose
inotropic agent therapy or to manage his or her heart failure on an outpatient basis may be influenced by
the effect it will have on his or her status as a potential transplant recipient”.'0

The issue was further brought to the surface by a 2016 report on National Public Radio (NPR) that raised
concerns about heart transplant providers escalating medical care in the absence of medical indication.?
While this behavior has been justified by the position that the provider is acting in the best interest of the
patient, the NPR report suggested, “When gaming the system goes from being an aberration to a
standard strategy — then dishonesty becomes normal”.?

Evidence that competition for organs drives physicians’ clinical behavior has been reported for both liver
and heart transplantation. For instance, prior to Model For End-Stage Liver Disease (MELD)-based liver
allocation, which removed intensive care unit status as a parameter for allocation priority, the number of
transplant centers in an Organ Procurement Organization (OPQ) directly correlated with utilization of the
Intensive Care Unit (ICU) even though ICU use was not justified by a higher degree of critical illness.'* A
similar analysis of heart transplant centers in the 1990s found that transplant centers in competitive OPOs
were most likely to list patients as Status 1.7 These studies suggest that when opportunities to engage in
manipulation are present, some physicians will take them, even though manipulation is not an ethically
sound practice.

Transplant allocation manipulation is not unique to the United States. In Germany, a group of transplant
providers was charged with manipulating the liver allocation system by significantly exaggerating their
patients’ iliness severity.® This practice led to multiple convictions and eroded public confidence in the
transplant system in the aftermath of the scandal. Donation rates declined by 20%-40% and resulted in a
significant decline in the number of overall organ transplants performed.®
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Ethical Implications of Manipulating the Waitlist
Priority of the Organ Allocation System

Use of therapeutic measures that would not otherwise be implemented or maintained, for the sole
purpose of advancing a candidate’s priority status on the transplant waitlist, violates the ethical principles
of justice and utility. This practice is incompatible with the ethical principles by which the OPTN/UNOS
operates." In this section, we consider physician- and transplant system-level ethical considerations
including utility (beneficence and non-maleficence), autonomy, and justice.

Physician-level considerations

Physicians have a moral and fiduciary obligation to improve the situation of an individual patient, and
have discretion in making recommendations regarding the most appropriate care.

Utility

Beneficence

Most situations in which therapeutic measures are manipulated for the sole purpose of raising a patient’s
waitlist priority occur to promote the patient’s best interest, and, in the spirit of saving a life, to uphold the
principle of beneficence. The principle of beneficence states that actions should maximize the net amount
of overall benefit (to promote good) for individual patients. For transplant providers, beneficence dictates
an active effort to advocate for the best medical treatment for a specific patient, which often means timely
transplantation. Providers often feel compelled to do whatever is reasonably acceptable to optimize a
patient’s opportunity to receive a transplant. Manipulation of waitlist priority at times may be in the best
interest of the patient, if the benefit (earlier transplantation) outweighs the risk of complications from the
therapy.

Non-Maleficence
This principle is premised on the physician commitment to “first, do no harm”. Manipulation of waitlist
priority may harm individual patients in two ways:

1. Patients who may be harmed are those who received a manipulated medical therapy. Patients
who receive medical interventions that are not necessary but serve only to elevate patients’
status on the waitlist can be directly harmed by undertaking unnecessary risks and by
complications arising from the medical intervention. Examples include increased risk of
arrhythmias with continuous inotropic medications or ventilator-associated pneumonia with
prolonged continuous mechanical ventilation.

2. Manipulation of waitlist priority may harm the doctor-patient relationship. If patients hear stories of
some physicians showing a willingness to manipulate waitlist priority for other patients, they may
lose trust in their own physician who may be unwilling to intentionally manipulate waitlist priority.
Additionally, patients might lose faith in their physician if their physician manipulates their therapy
to advance waitlist priority because patients may recognize this behavior as dishonest, even if
they might benefit.

Autonomy

If physicians were to engage in manipulation of care, then respect for patient autonomy would require that
they educate patients about the potential harms (including societal harms) and benefits of manipulation of
waitlist priority so that patients could provide informed consent.

Justice

As stewards of scarce organs, transplant physicians have a responsibility maximize health outcomes,
preserve the integrity of the organ allocation system and ensure that the system offers equitable access
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to transplantation for all patients.'? Providers must consider competing professional duties of advocating
for a particular patient’s best interests, while also upholding obligations to society as a whole.'® The key
ethical dilemma pertains to clinicians’ role in addressing their obligation to their patient with their
obligation to the transplant system and society.

Physicians are not expected to ‘balance’ these obligations, per se. When ethical principles are in conflict,
physicians may feel compelled to prioritize the principles of beneficence and non-maleficence over justice
given their fiduciary obligation to their individual patients." As such, providers may feel that they are acting
ethically by promoting their patients’ best interest. Considering the interests of their own patients neglects
the interests of other patients, who may be harmed when physicians manipulate waitlist priority. Because
fiduciary obligations of physicians towards individual patients are so strong, and because even well-
intentioned physicians may be unable to effectively consider justice considerations against utility at the
individual-level, OPTN/UNQOS safeguards (see below) can help physicians to mitigate manipulation of
waitlist priority, This dilemma arises when clinical discretion crosses a line from patient advocacy to
dishonest manipulation.

System-level considerations

The use of standardized organ allocation criteria that are equally accepted and applied, is meant to strike
a balance between utility and justice. However, if the criteria are not applied equally across transplant
hospitals, then both justice (fairness) and utility (waitlist or post-transplant outcomes) may be
compromised. If physicians manipulate care for the sole purpose of helping patients to gain waitlist
priority, organs may be allocated in a non-equitable manner (e.g., to patients who are “less sick”, who
have been waiting less time, or who may have a higher likelihood of finding a suitable organ in the future).
Such manipulation has the potential to increase waitlist morbidity and mortality for the patients who were
bypassed by the patient whose care was manipulated. Manipulating waitlist priority so that patients
receive organs before they are sick enough to achieve priority for those organs diminishes the allocation
system’s capacity to maximize the health benefits and life years of transplantation for all waitlisted
patients (Utility).

Utility

Beneficence

The principle of utility holds an action or practice to be right if it promotes as much or more aggregate net
good than any alternative action or practice. The principle of utility, applied to the allocation of organs,
specifies that allocation should maximize the expected net amount of overall good (adjusted for
accompanying harms), thereby incorporating the principle of beneficence (do good) and the principle of
non-maleficence (do no harm).

In this context, the ethical principle of utility in transplantation seeks to preserve efficiency and avoid
organ wastage: to achieve the maximum net benefit of an organ (rather than promoting the wellbeing of
any particular transplant candidate, per se).! Post-transplant survival of the patient and organ, and
likelihood of death on the waitlist are factors involved in determining utility. A successful allocation system
provides suitable candidates with transplants prior to clinical deterioration, optimizes post-transplant
outcomes and minimizes futile transplants. Utility in the transplant context focuses on maximizing benefit
to the population of all waitlisted candidates. As such, manipulating care to prioritize some patients over
others does not achieve this broader goal.

Non-Maleficence

Manipulating waitlist priority may harm transplant candidates on the waitlist in two ways:

Patients who may be harmed are those unknown patients (“statistical victim”)'* whose waitlist status is
affected when a physician manipulates waitlist priority for other patients. The unknown victim is the
patient who should have received higher priority for transplantation, but is harmed because access to
transplantation is delayed by being “jumped in line” by another recipient with equal or lesser disease
severity or other allocation priority criteria.
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News of actual manipulation practices (as well as news about the potential for such practices) can harm
the entire transplant system by eroding public confidence in the system, and thereby reduce organ
donation rates.

Justice

Use of the OPTN/UNOS allocation criteria is intended to ensure equity and transparency in access to
organ transplantation.’ Manipulation of care in an attempt to improve the chances of any given patient to
gain access to transplantation violates principles of both procedural and distributive justice.

Procedural justice requires that the process by which priority is determined is applied equally to all eligible
transplant candidates, and is transparent and predictable. Procedural justice is critical to preserving public
trust and participation in the transplant system, as it ensures that all patients in need will receive similar
treatment. Standardized criteria used and applied equally across all transplant hospitals provide a
systematic and just method for providing lifesaving and/or quality of life-improving treatment to all
patients.

Distributive justice in organ allocation dictates fairness in the distribution of scarce resources so that
similarly needy patients have an equal opportunity to benefit from transplantation. When a patient’s
clinical care is manipulated for the sole purpose of increasing his/her status on the wait list, distributive
justice is undermined. Such manipulation may move a patient higher on the wait list at the expense of
other patients, who may have equal or more urgent need for the organ, but whose care was not
manipulated by their treating provider.

In sum, manipulating waitlist priority by escalating therapies that are not indicated serves no net benefit to
the waitlist as a whole (and may harm patients receiving unnecessary medical interventions and others
on the waitlist). While manipulating waitlist priority may sometimes benefit a given patient, this practice is
not ethically sound because it violates the principle of justice.

Who stands to gain from allocation system manipulation?

Multiple stakeholders stand to gain from manipulating the allocation system, including: the candidate and
the transplant hospital.

1. Anindividual transplant candidate may gain by obtaining a transplant sooner than dictated by
their “true” disease severity. An earlier transplant may provide better outcomes and less risk of
clinical deterioration while on the waitlist. While an individual patient may stand to benefit, the
aggregate waitlist as a whole derives no net benefit when manipulation occurs (an in fact, net
benefit to the aggregate waiting list may be diminished by manipulation), Thus, if one patient
derives the benefit, another patient experiences the harm.

2. Transplant hospitals and providers stand to gain by manipulations designed to increase a
patient’s standing on the transplant list. There exists an incentive for transplant hospitals to
increase transplant volume in order to: a) benefit financially (based on number of transplants
performed), b) enhance the institution’s reputation, and c) decrease the risk of regulatory scrutiny
from adverse outcomes by growing the transplant denominator. The more candidates who are
waitlisted at high priority, the more likely that higher volumes can be achieved. However, in the
context of the organ shortage, when one transplant program strives to improve its volumes by
manipulating the system to transplant its own patients, it does so at the unfair expense of other
transplant hospitals and the populations who the other hospitals serve.

Current OPTN/UNOS policies for organ specific allocation, safequards to prevent manipulation,

and the likelihood of manipulation occurring

The OPTN/UNOS uses organ specific allocation policies for liver, kidney, pancreas, intestine, heart and
liver transplantation. In liver, heart, and lung transplantation, priority is generally assigned to patients with
the highest risk of death on the waitlist. By contrast, in kidney and pancreas transplantation, priority is
generally assigned to patients with the highest waiting time, with additional priority given to highly
sensitized patients, pediatric patients, and prior living donors. Below, we review the various allocation

Page 10



303
304
305
306
307
308
309
310
311
312
313
314
315
316
317
318
319
320
321
322
323
324
325
326
327
328
329
330
331
332
333
334
335
336

337
338

339
340

341
342
343
344
345
346
347
348
349
350

351
352

353
354

systems, and identify clinical practices, based on a literature review and clinical experience, that may be
vulnerable to manipulation. This review of vulnerabilities is not comprehensive. Each organ specific
allocation policy has undergone several iterations, with the policies evolving over time. Policies that
incorporate primarily objective criteria become increasingly protected from manipulation, whereas policies
that incorporate subjective criteria, are more vulnerable to manipulation.

OPTN/UNOS has established several safeguards to mitigate the risk of manipulation of candidates’
waitlist priority. The following review includes description of several safeguards. It is important for the
transplant community and the public to be aware of these safeguards in order to: a) be mindful of ethical
clinical practices, b) assess their effectiveness, and c) foster public trust in the transplant system. This
review of safeguards is not comprehensive. As evidence of manipulation of waitlist priority indicates,
current safeguards do not sufficiently mitigate this risk. Thus, the OPTN, OPTN/UNOS Committees, and
the transplant community should consider refining current and/or developing additional safeguards to
mitigate the risk of manipulation of candidates’ waitlist priority.

Heart transplantation

Currently, organ allocation in heart transplantation assigns priority based on the amount of time on the
waitlist and attempts to determine disease severity (and therefore medical urgency) based on the
intensity of the therapeutic measures a patient is receiving. Patients are assigned to Status 1A (the
highest priority), Status 1B, or Status 2 (lowest priority). This system relies on the assumption that the
decision to institute a medical intervention accurately reflects the severity of the disease and waitlist
mortality. As discussed previously, much publicity has been given to the belief that disease severity is
being inflated by the unnecessary escalation of medical therapy, which has led to a dramatic rise in the
number of patients listed as Status 1A.235

In response, a new cardiac allocation system was proposed and approved in 2016."® The new system
aims to better stratify potential candidates based on medical severity with the stated goal of improving
waitlist survival. By changing from a three-tier system to a six-tier system, the transplant community
envisions that patients with the most critical need for a timely transplant will be better identified. However,
this newly proposed system continues to rely predominantly on the aggressiveness of the intervention as
the surrogate for disease severity. For example, in order to qualify for Status 1 listing (the highest priority),
one of the following criteria must be met:

e Patient must be receiving extracorporeal membrane oxygenation (ECMO)
e Patient must be receiving continuous mechanical ventilation
o Patient must have a non-dischargeable left ventricular assist device (LVAD)

e Patient must have a mechanical circulatory support device (MCSD) with life threatening
ventricular arrhythmias

Just as the prior system was vulnerable to manipulation through the aggressive use of medical
interventions, the new heart allocation system continues to rely predominantly on the aggressiveness of
the intervention, and is thus at risk of manipulation. In 2016, these concerns were expressed by various
OPTN/UNOS regions, transplant hospitals, organizations, and the overall transplant community during
the public comment period.'® Recurring concerns have centered on the following ideas:

e Continued reliance on treatment interventions and stratification based on therapeutic
aggressiveness will lead to widespread changes in clinical practice (clinicians will adapt to the
new policy and treat to the priority).

e Concerns that the allocation system can be manipulated and that allocation could incentivize
excessive use of specific mechanical support systems. 6

By incentivizing its use, ECMO and other assist devices which have high complication rates (and possibly
lower post-transplant outcomes) will be utilized more liberally in order to advance a patient’s waitlist
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priority.

The new cardiac allocation policy attempts to address some of these concerns by instituting qualifying
criteria for specific interventions and placing time limits on the duration a candidate can remain on certain
therapies. However, the transplant community continues to express concerns that the practice of
escalating medical interventions to fit the allocation criteria was not fully addressed by the new allocation
system.517

Liver transplantation

Liver grafts are allocated based on the model for end-stage liver disease (MELD) or pediatric model for
end-stage liver disease (PELD) score, which have been in place since 2002'8. A MELD score is derived
from a scoring system comprised of objective laboratory values: serum bilirubin, International normalized
ratio (INR), serum creatinine, and it may also incorporate serum sodium. This scoring system predicts 3-
month mortality, and thus, prioritizes patients with the highest MELD scores (urgent medical need) to
receive liver transplants.

Previous generations of liver allocation policies had prioritized patients who were admitted to an ICU.
However, at many centers, patients on the transplant wait list were routinely admitted to the ICU for the
sole purpose of gaining an advantage on the wait list.’® When the Child-Turcotte-Pugh allocation system
was introduced, it incorporated new objective criteria, but it too continued to utilize “subjective” criteria
that were susceptible to manipulation, including the presence of ascites and encephalopathy, which were
reported at the discretion of the treating provider.

MELD-based liver allocation considerably decreased the potential for manipulation of a patient’s waitlist
status by removing subjective variables (e.g., presence of ascites, encephalopathy). However, the risk for
manipulation has still not been eliminated entirely. Opportunities exist for patients to receive additional
MELD exception points for hepatocellular carcinoma (HCC) (the most common MELD exception),
hepatopulmonary syndrome, and portopulmonary syndrome, among others. The number of applications
and the approval rate for exception points varies widely by OPTN/UNOS region?® which may contribute in
part to ethnic/racial disparities in access to liver transplantation.?' Further, determining the degree and
severity of HCC remains somewhat subjective. Efforts are underway to transition to a national liver review
board in an attempt to mitigate the variation that exists in the rewarding of exception points.

It is also plausible that some physicians develop strategies that deviate from sound medical norms, for
the sole purpose of escalating a patient’s standing on the waitlist. Examples include starting a patient on
diuretics without medical indication in order to increase the patient's serum creatinine and achieve a
higher MELD score. Similarly, a patient with mild to moderate renal impairment could be started on
dialysis without an actual indication, which allows the patient to receive the maximum number of MELD
points from their renal dysfunction. While it is not anticipated that this is common practice, these are
potential areas where even an objective scoring system could be manipulated.

Lung transplantation

Lung allocation score (LAS) utilizes a comprehensive allocation scoring system that includes the need for
supplemental oxygen or assisted ventilation, etiology of lung disease, functional status, diabetes, 6-
minute walk distance, kidney/liver function, and a number of cardiopulmonary hemodynamic indicators.'8
Priority for a given organ is then assigned based on LAS score and time on the waitlist.

LAS uses mostly objective variables (e.g., lab results, hemodynamic parameters) that protect this organ
allocation system from the risk of manipulation. However, subjective considerations are included in LAS,
such as functional status. Either the physician or the patient could inaccurately suggest a functional status
that is reported as more impaired than what is actually true. As a result, the patient would receive
additional priority for a lung transplant. The same subjective consideration could also be true for the 6-
minute walk test. If the physician informs the patient that a worse performance on the 6-minute walk test
will lead to a higher placement on the transplant list, a patient is incentivized to perform poorly on the test
in an attempt to exaggerate disease severity.

Kidney and/or pancreas transplantation
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The Kidney Allocation System (KAS) was modified in December, 2014."® Allocation for kidney and/or
pancreas transplantation is based predominantly on waitlist duration, with additional priority given to

highly sensitized patients, pediatric patients, prior living donors, and highly immunologically matched
donor-recipient pairs.

KAS is based primarily on objective criteria for determining organ allocation, and is therefore largely
protected from manipulation. Unlike the other organ allocation systems, medical urgency is not
necessarily considered in the standard kidney or pancreas match run and escalation of medical care has
almost no impact on waitlist priority. Patients are eligible to accrue waiting time when glomerular filtration
rate (GFR) reaches 20 ml/min or at the start of maintenance dialysis.

In KAS, allocation priority for the highest quality donor organs, those with a kidney donor profile index
(KDPI) less than 20%, is given to candidates with an estimated post-transplant survival (EPTS) score that
is less than or equal to 20%. EPTS is calculated based on four candidate factors: age, diabetes status,
history of prior organ transplantation, and dialysis duration. Generally, increasing age, increasing dialysis
vintage, the presence of diabetes, and prior transplantation, leads to a higher EPTS score. Due to the
long kidney national waiting time, many patients who were once prioritized for these high quality kidneys
may lose their priority while they are on the waitlist, typically due to increasing age or accumulating
additional time on dialysis.

However, there is a subtle loophole in the EPTS determination that is largely a product of the design and
structure of the formula used to calculate EPTS, and impacts non-diabetic candidates who are listed pre-
emptively for a kidney transplant.?? These patients counterintuitively have a small improvement in their
EPTS score when they are started on dialysis. This EPTS benefit lasts for approximately the first five
months after dialysis initiation.22 While on the waitlist, a non-diabetic pre-dialysis patient may lose priority
to the highest quality organs if their EPTS score increases above the 20% cutoff. The patient’s
nephrologist could choose to start dialysis even if there is no indication to do so, for the purpose of
potentially lowering the EPTS back below 20%, which extends the patient’s priority access to the highest
quality organs for another five months.

Another potential loophole that allows for manipulation arises when patients with mild chronic kidney
disease (CKD) (e.g., a GFR of 50 ml/min) develop acute kidney injury (AKI) leading to a transient GFR
decline to 20 ml/min or less. If such patients fully recover renal function back to their baseline, depending
on the etiology of the CKD, patients may be decades away from developing progressive CKD, and they
may never require a kidney transplant. Yet, such patients do technically qualify for waiting time accrual,
given the one-time GFR reading of 20 ml/min or less. This could allow such patients to accumulate years
(or potentially even decades) of waiting time. While pre-emptive listing and transplantation of potential
kidney transplant candidates are encouraged and associated with improved outcomes, patients with
transient AKI and mild CKD are not necessarily the candidates for whom this practice was originally
intended.

Summary

While physicians’ fiduciary duty to “do all they can” for their patients is understandable, the practice of
initiating, augmenting, or maintaining therapeutic measures that are not otherwise indicated for the sole
purpose of advancing a patient’s status on the waitlist is contrary to the OPTN/UNOS’s ethical principles
of organ allocation, and is thus not ethically supported by the transplant system. While ethical principles
conflict at the individual-level, analysis of ethical principles at the system-level clearly rejects manipulation
of care for the purposes of prioritizing individual patients. Uniform and consistently practiced ethical
medical practices can maximize principles of justice and utility in organ allocation, and minimize harms to
individual patients and to society.

Responsibility for mitigating the risk of manipulating the waitlist priority falls upon OPTN/UNOS and the

transplant community. OPTN/UNOS organ allocation criteria, with its embedded safeguards, can help to
mitigate the risk of manipulation of the waitlist priority. Yet, as such manipulation still occurs, further
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safeguards are needed. Allocation policies that rely on objective criteria and minimize subjective criteria
are most likely to mitigate the risk of manipulation. It is incumbent upon OPTN/UNOS and the transplant
community to ensure that providers understand expectations for upholding the principles of organ
allocation.
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