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Abstract

Disparities that impact equity in access to kidney transplantation for patients with kidney failure
have been well described. Many robust clinical trials have tested the effectiveness of interventions
to reduce disparities and equilibrate access to kidney transplantation. Moreover, policy changes
have been enacted to achieve the same aims. Despite these efforts, rates of kidney transplant wait
listing within the first year of end-stage kidney disease have remained unchanged over the past two
decades, while incident rates of end-stage kidney disease have climbed. Since prior interventions
have not durably increased transplant access, disruptive change is clearly needed. The Advancing
American Kidney Health Executive Order sets bold goals to transform kidney care for patients and
caregivers. In this spirit, we discuss an Opt Out for Transplant Referral Model as a compelling
solution to improve equity in access to kidney transplantation.

Viewpoint:

Kidney transplantation is cost effective, improves patient’s quality of life and provides a
survival benefit relative to maintenance dialysis.12-3 The benefits of transplantation extend
to patients with comorbid conditions and among patients receiving relatively high risk donor
organs.*> Highly prevalent racial, ethnic, gender, geographic and socioeconomic disparities
impact equitable access in kidney transplant. In addition, evidence from the U.S. and Canada
has documented substantial variability in referral rates for kidney transplantation among
dialysis facilities (from 0-100%), and higher rates of waitlisting among those facilities with
higher referral, suggesting there are many ESKD patients that may be eligible for kidney
transplantation but have not yet been referred.5.7 Improving access to the kidney transplant
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waiting list remains a prominent challenge for the nephrology and transplant communities.
8,9,10

Numerous interventions have attempted to attenuate disparities in transplantation access,
including peer navigation, mobile decision aids, telemedicine, and targeted education among
dialysis facility staff, with varying effectiveness. 11:12.13 Despite these interventions, national
rates of placement on the waiting list among patients with lower historic rates of
transplantation have not increased. Targeted policy interventions contained in the 2014
changes to the kidney allocation system have improved transplant access among racial
minorities, whom are placed on the kidney transplant waiting list.1415.16 |n addition
Medicaid expansion enabled by implementation of the Affordable Care Act has increased
pre-emptive waitlisting for kidney transplant even among minorities. But, it is unclear
whether these changes are sustainable.17:18.19

Despite policy reforms and attempted interventions, profound disparities in access to
transplantation remain. Based on national data from the United States Renal Data Services,
the proportion of patients with End Stage Kidney Disease (ESKD) that are either placed on
the waiting list, receive a living or deceased donor transplant within one-year of diagnosis
has remained approximately 15% for the past 20 years.20 This wait listing rate has remained
stagnant despite increased incidence of ESKD and is unrelated to organ supply.2° (Fig 1) In
aggregate, the cumulative effect of numerous targeted interventions and policy reforms have
failed to eliminate inequities in the kidney transplantation . This deflating indictment of the
ineffectiveness of these multimodal strategies is indicative of how pernicious these
healthcare disparities are in our health system, and the formidable steps required for
improving processes of care. Transformative approaches for highly effective system-wide
change and disruption are urgently needed.

The impact of large scale quality improvement efforts and other interventions to increase
kidney transplant wait listing are limited by many factors. Dialysis unit ownership creates
unintended, perverse incentives that reduce transplant referral .2122 To date, quality
oversight for transplant largely address “downstream” factors (e.g. 1 year patient and graft
survival) rather than metrics that focus on “upstream” events (e.g. referral, evaluation, and
wait listing for candidates).23 Moreover, few incentives exist to implement and sustain
promising interventions that have shown efficacy in improving access to transplantation.
Finally, there is no national level data collection on the pivotal periods capturing referral,
evaluation start and reasons for wait listing decisions among those evaluated, limiting the
ability to rigorously investigate mechanisms of disparity, measure quality, or share best
practices beyond limited regional examples.24

For all of these reasons, the current dysfunctional status for improving access to care
provides an impetus for a more radical transformation of the process to identifying and
caring for patients. These include many patients that have clear potential benefits from
transplantation but for numerous reasons never reach the crucial step of a transplant
evaluation and are never captured in national transplant system reporting.2> We propose a
fundamental shift in the paradigm for providing access to care for ESKD patients in the form
of an Opt Out for Transplant Referral Model. This model is based upon the conceptual
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framework for equity in health and healthcare, and that the ethical treatment of patients
requires a foundational paradigm of fairness or justice.26:27 In this system, patients are
automatically referred to a transplant center for evaluation if they meet basic eligibility
criteria developed by the transplant community. For incident patients, the referral can be
made at the time that the Medicare 2728 form (indicating initiation of maintenance dialysis)
is filed. Patients would be systematically referred to centers unless they opt out, explicitly
declaring lack of interest in the procedure after being given information on the referral and
transplant process. In this system, the transplant referrals originate from the nephrology
clinics or dialysis facilities and, as is current practice, are determined by patient choice (e.g.,
transplant center proximity to their home) or the nephrology provider choice (e.g., those that
have existing relationships with transplant centers may choose to refer their patients to that
particular location). This toggling of default settings for care (e.g. setting electronic defaults
rather than manual referrals for cardiac rehabilitation in patients who suffer from myocardial
infarction to improve rates of program participation) has demonstrated marked effects on the
use of effective healthcare interventions.28 Creating the default as transplant referral stands
to improve access to information about the procedure and ultimately health outcomes for
patients with ESKD.29.30

There are several compelling benefits of this model that are important to consider. The
model would markedly increase the number of referrals by altering the narrative regarding
who is or is not viable for transplantation and reducing the heterogeneity in determining
appropriateness for transplant by provider. An opt-out system should also attenuate existing
disparities associated with disproportionate timeliness and actual referral to transplantation
given a systematic process. We would be able to understand if appropriate patients in
dialysis units are not actually referred because of existing biases in referral practices that are
well described.31:32 Furthermore, we would be able to quantify the actual number of patients
with ESKD who may benefit from transplantation and provide objective information
regarding the number of patients evaluated and considered as candidates. Based on the
number of patients on the national waiting list today, it is likely that our current referral
system grossly underestimates the eligible population. Prior single center or small regional
studies have estimated that >50% of ESKD patients are eligible for kidney

transplantation33:34, and yet fewer than 18% of U.S. ESKD patients are waitlisted nationally.
20

There are also legitimate obstacles for application of this Opt-Out model. Certainly, this
model would increase the transplant center workload. The onus of follow-up by transplant
centers would include initial adjudication of referrals, a screening of all referred patients for
absolute contraindications, and calling potential candidates to initiate the transplant
evaluation. Many centers already determine candidate eligibility without in person visits
(e.g., by reviewing their referral form). An ideal opt-out transplant referral system would
permit such screening procedures to reduce the clinical burden on transplant centers,
however, this may still necessitate additional resources and personnel. Larger, health system-
level changes would need to be made to facilitate this proposal, including reimbursements to
transplant centers for a clinical review of each referred patient or opportunities for
telemedicine to screen some patients before they start the transplant evaluation process
within a transplant center. However, an important benefit of this model, and a way to avoid
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excessive referrals, would be to allow centers’ to codify their selection criteria and make
these publicly available to referring providers and patients for use in their choice of a center.
Currently, the relative contraindications for transplant eligibility vary substantially by
transplant center, yet are opaque to patients and referring caregivers.3%:36 In this model,
centers would need to transparently define their criteria and provide information regarding
opportunities for candidacy and thus, improve informed decision making while ensuring
equity in the process. In an effort to improve the imbalance in organ supply and demand, the
Opt Out for Transplant Referral Model may also be an opportunity for pairing education
about living donor transplant and increased risk donors (e.g high KDPI) at the dialysis
facilities and transplant centers to increase potential acceptance of these organs.

The Opt Out for Transplant Referral Model could also incorporate innovative technologies
and use health information systems to disrupt our “manual” referral system in exchange for a
more automated one. Leveraging application programming interfaces and cloud based
applications to connect patient medical records across nephrology providers (dialysis to
transplant centers) may lessen the strain on transplant center staff time.3” Machine learning
algorithms could automate matching of individual transplant center criteria for candidacy
with patient characteristics, add efficiencies to the referral process and allow for systematic
assessments of eligibility using objective longitudinal data.38

The potential net results of this innovation would be to reduce financial disincentives for
transplant referral, provide a more streamlined pathway for vulnerable populations, and
attenuate disparities among those who are and are not referred. Although the policy may not
eliminate all disparities, every patient with ESKD (without an absolute contraindication)
would be entitled to a conversation with a transplant center as a standard of care. Most
importantly, the Opt Out for Transplant Referral Model creates equity in access to transplant
by removing well documented systematic biases when referral has been left up to providers
in CKD clinics and dialysis facilities.

The time for implementation of the Opt Out for Transplant Referral Model is now, and could
be paired with initiatives to meet mandates in the Advancing American Kidney Health
Executive Order and efforts to increase organ availability for those who need a transplant.3°
Reforms to increase access to transplant will engage many stakeholders in the kidney
community including living donor programs and advocacy groups as well as organ
procurement organizations. Incremental gains in organ supply and reduction in discard rates
may be expected as proposed objective outcome measures are applied at the level of organ
procurement organizations.? Systematic engagement and open communication between
dialysis facilities and transplant centers fits well into the scope of improving kidney health
for patients in the United States. Payment models for transplantation centers, nephrologists
and dialysis providers will need to be reviewed in order to align incentives across the health
care system to optimize outcomes for all patients.* National data about the pre- wait listing
phase in transplant will become available and transparency among centers could facilitate
sharing best practices across the nation. We submit that incremental steps to improve access
to care and attenuate disparities in care for transplant patients have predominantly not been
effective in reducing inequities in the transplant process, and the lack of progress has left
patients to suffer the consequences. The time for a transformative shift in the process for
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caring for patients with ESKD is now and the field of transplantation can leverage this
opportunity to improve care for all those who may benefit. We acknowledge that the Opt Out
for Transplant Referral Model will not necessarily immediately result in more transplants,
but growth of the waiting list and possibly longer waiting times. However, it does hold the
potential to get a more accurate count of the true magnitude of patients that can benefit for
transplant and stimulate efforts to increase the organ supply through an opt-out system for
organ donation, or, more living donor transplants, while ensuring equity is prioritized. The
nephrology and transplant community needs to rally around a bold idea to disrupt and
address the fundamental problems of the current system. Despite its challenges, it is the right
thing to do.
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