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Introduction

Living donor kidney and liver transplantation represents the optimal treatment for individuals with end-stage
kidney and end-stage liver disease. These life-saving therapies are often contextualized as elective
procedures based on the ethical principle of non-maleficence which correctly prioritizes protections of the
living donor. These principles, guided decisions by many transplant hospitals to suspend living donor
programs during the Spring 2020 surge of the Covid-19 pandemic. UNOS (United Network for Organ Sharing)
has created an emergent topics program to address real-time ethical challenges with the aim of providing
expedited gquidance to the transplant community on critical issues. In this analysis, we explore the ethical
issues regarding how living donor transplantation should be prioritized in times of healthcare scarcity, not to
question past decisions which were made in unprecedented circumstances, but to develop an ethical
framework to guide actions moving forward in an evolving environment that must balance several healthcare

priorities.

Contingency vs. crisis standards of care
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The emergence of the COVID-19 pandemic has required a dramatic and ongoing evaluation of how best to
prioritize and distribute critical health resources in the setting of shortages. Immense demands of the
staggering number of patients with COVID-19 continue to tax health systems, forcing them to transition to
contingency standards of care and plan for crisis standards of care. Within contingency standards of care the
spaces, staff, and supplies used are not consistent with daily practices but provide care that is functionally
equivalent to usual patient care 1 . Health systems sought to preserve functionally equivalent outcomes
despite resource limitations by prioritizing surgical interventions where medical urgency largely drove
immediacy of certain procedures while those deemed elective, such as living donor transplants, where
delayed.

Setting priorities during times of critical resource scarcity is understandable and should be guided by ethical
principles that include upholding the “rule of rescue,” maximizing benefit, safequarding equitable access for
the underserved, and promoting intrinsic and instrumental value 2 3 . During the initial COVID-19 surge,
many hospitals determined that living donor transplantation fell under the category of elective surgery,
despite the fact that the Centers for Medicare and Medicaid Services (CMS) designate transplant procedures
as tier 3b (high medical urgency) 4 . Of course, the need to facilitate living donation to benefit both donor
and recipient should be balanced against the risks associated with COVID-19 exposure during hospitalization,
as well as considering institutional resource constraints facing hospitals in the midst of an active surge. This
ethical analysis examines if proceeding with the living donor transplantation is appropriate when the goal is
to provide contingency standards of care, and not crisis standards, as long as there are safeguards in place
that minimize exposure risk, maintain staff expertise, and incorporate engagement of donor-recipient pairs in

decisions about their willingness to accept the emerging and often unquantifiable risks of COVID-19.

Suspension of living kidney donation during COVID-19

In Spring 2020, the United States experienced the first surge of the COVID-19 pandemic. At that time, 81% of
transplant centers in regions of the country with a high cumulative COVID-19 prevalence (>500 cases/100k
population) chose to internally suspend their living donor kidney programs, although none formally
inactivated their programs with UNOS 5 . Transplant programs reported concerns regarding donor (85%) and
recipient (75%) safety, as well as elective case restrictions (47%) as primary reasons for suspending living
donor kidney cases 6 .

Boyarsky et al. have analyzed data from the Scientific Registry of Transplant Recipients on the early effect of
COVID-19 on kidney transplant outcomes. They show that new listings, deceased donor transplants, and living
donor transplants declined by 18%, 24%, and 87%, respectively. Between March 15, 2020 and April 30, 2020,
states with the highest rates of COVID-19 cases had the lowest rates of living kidney donor transplants
(0.000.01405), while these same States had a 2.2-fold higher observed waitlist mortality [, 532.22,¢,) 7 .

The first surge was associated with a decrease in total living donor kidney transplants performed compared to
2019, while the overall number of deceased donors was not impacted (Figure 1). This could represent the fact
that the Spring 2020 surge was geographically limited, lending towards suspension of living donor transplant
programs locally, while deceased donor grafts continued to be accepted in less affected regions. This is
supported by the finding that deceased donor recoveries across organ types were reduced and
disproportionately impacted the U.S. Northeast during the Spring 2020 surge 8 . Currently, no analysis
provides a causal association between suspension of living donor kidney programs and the observed rise in
waitlist mortality. Additionally, it is also unknown how many approved donor-recipient pairs, whether
scheduled for surgery or not, ultimately did not undergo living donor transplantation due to restrictions
imposed by the COVID-19 surge and the impact of this on waitlist mortality.

Potential impact of COVID-19 on living donor liver
programs

Although there was no appreciable difference between 2019 and 2020 in the number of living donor liver
cases performed, subsequent surges of the ongoing COVID-19 pandemic may pose a threat to the volume of
living liver donor cases as the pandemic progresses across the United States and engulfs more geographic
regions. This only underscores the potential for an even larger number of patients and donors who might be
forced to delay surgery or may be harmed due to a second wave of closures of living donor programs. Unlike
patients with end-stage kidney disease who have the alternative of dialysis, patients with end-stage liver
disease do not have a similar failsafe therapy to sustain them in the face of critical delays brought about by
COVID-19 restrictions. Therefore, we posit that there are indeed harms to delaying living liver donor
transplants because this subset of patients does not have options for sustaining survival other than
transplantation and, as such, represent a patient population with a high level of medical urgency. In this
context, we recognize that these decisions may be strongly influenced by transplant hospitals’ capacities,
specifically blood product and ICU availability, that are necessary to perform liver transplants safely.

Ethical considerations: Intrinsic and instrumental value

In determining what priority to assign living donor transplantation, particularly in times of rationing, both
intrinsic and instrumental value considerations become relevant. An intrinsic value refers to a normative
preference that is inherently appreciated for its own sake, while an instrumental value is prudential, or
strategic, and thus seeks to achieve a further end. The term instrumental value may have different
applications in bioethics, but as used in times of rationing health care refers to prioritizing those - living
donors - that have the means to save others 9 . One’s health has intrinsic value for individuals in society-at-

large; it is the principal and foundational goal on which all caregiving is predicated. In contrast, the mannerin
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Introduction

Living donor kidney and liver transplantation represents the optimal treatment for individuals with end-stage
kidney and end-stage liver disease. These life-saving therapies are often contextualized as elective
procedures based on the ethical principle of non-maleficence which correctly prioritizes protections of the
living donor. These principles, guided decisions by many transplant hospitals to suspend living donor
programs during the Spring 2020 surge of the Covid-19 pandemic. UNOS (United Network for Organ Sharing)
has created an emergent topics program to address real-time ethical challenges with the aim of providing
expedited guidance to the transplant community on critical issues. In this analysis, we explore the ethical
issues regarding how living donor transplantation should be prioritized in times of healthcare scarcity, not to
question past decisions which were made in unprecedented circumstances, but to develop an ethical
framework to guide actions moving forward in an evolving environment that must balance several healthcare

priorities.

Contingency vs. crisis standards of care

The emergence of the COVID-19 pandemic has required a dramatic and ongoing evaluation of how best to
prioritize and distribute critical health resources in the setting of shortages. Immense demands of the
staggering number of patients with COVID-19 continue to tax health systems, forcing them to transition to
contingency standards of care and plan for crisis standards of care. Within contingency standards of care the
spaces, staff, and supplies used are not consistent with daily practices but provide care that is functionally
equivalent to usual patient care 1 . Health systems sought to preserve functionally equivalent outcomes
despite resource limitations by prioritizing surgical interventions where medical urgency largely drove
immediacy of certain procedures while those deemed elective, such as living donor transplants, where

delayed.

Setting priorities during times of critical resource scarcity is understandable and should be guided by ethical
principles that include upholding the “rule of rescue,” maximizing benefit, safequarding equitable access for
the underserved, and promoting intrinsic and instrumental value 2 3 . During the initial COVID-19 surge,
many hospitals determined that living donor transplantation fell under the category of elective surgery,
despite the fFact that the Centers for Medicare and Medicaid Services (CMS) designate transplant procedures
as tier 3b (high medical urgency) 4 . Of course, the need to facilitate living donation to benefit both donor
and recipient should be balanced against the risks associated with COVID-19 exposure during hospitalization,
as well as considering institutional resource constraints facing hospitals in the midst of an active surge. This
ethical analysis examines if proceeding with the living donor transplantation is appropriate when the goal is
to provide contingency standards of care, and not crisis standards, as long as there are safeguards in place
that minimize exposure risk, maintain staff expertise, and incorporate engagement of donor-recipient pairs in

decisions about their willingness to accept the emerging and often unquantifiable risks of COVID-19.

Suspension of living kidney donation during COVID-19

In Spring 2020, the United States experienced the first surge of the COVID-19 pandemic. At that time, 81% of
transplant centers in regions of the country with a high cumulative COVID-19 prevalence (>500 cases/100k
population) chose to internally suspend their living donor kidney programs, although none formally
inactivated their programs with UNOS 5 . Transplant programs reported concerns regarding donor (85%) and
recipient (75%) safety, as well as elective case restrictions (47%) as primary reasons for suspending living
donor kidney cases 6 .

Boyarsky et al. have analyzed data from the Scientific Registry of Transplant Recipients on the early effect of
COVID-19 on kidney transplant outcomes. They show that new listings, deceased donor transplants, and living
donor transplants declined by 18%, 24%, and 87%, respectively. Between March 15, 2020 and April 30, 2020,
states with the highest rates of COVID-19 cases had the lowest rates of living kidney donor transplants
(0.000.014,5), while these same States had a 2.2-fold higher observed waitlist mortality [;452.22,¢,) 7 .

The first surge was associated with a decrease in total living donor kidney transplants performed compared to
2019, while the overall number of deceased donors was not impacted (Figure 1). This could represent the fact
that the Spring 2020 surge was geographically limited, lending towards suspension of living donor transplant
programs locally, while deceased donor grafts continued to be accepted in less affected regions. This is
supported by the finding that deceased donor recoveries across organ types were reduced and
disproportionately impacted the U.S. Northeast during the Spring 2020 surge 8 . Currently, no analysis
provides a causal association between suspension of living donor kidney programs and the observed rise in
waitlist mortality. Additionally, it is also unknown how many approved donor-recipient pairs, whether
scheduled for surgery or not, ultimately did not undergo living donor transplantation due to restrictions
imposed by the COVID-19 surge and the impact of this on waitlist mortality.

Potential impact of COVID-19 on living donor liver
programs

Although there was no appreciable difference between 2019 and 2020 in the number of living donor liver
cases performed, subsequent surges of the ongoing COVID-19 pandemic may pose a threat to the volume of
living liver donor cases as the pandemic progresses across the United States and engulfs more geographic
regions. This only underscores the potential for an even larger number of patients and donors who might be
forced to delay surgery or may be harmed due to a second wave of closures of living donor programs. Unlike
patients with end-stage kidney disease who have the alternative of dialysis, patients with end-stage liver
disease do not have a similar failsafe therapy to sustain them in the face of critical delays brought about by
COVID-19 restrictions. Therefore, we posit that there are indeed harms to delaying living liver donor
transplants because this subset of patients does not have options for sustaining survival other than
transplantation and, as such, represent a patient population with a high level of medical urgency. In this
context, we recognize that these decisions may be strongly influenced by transplant hospitals’ capacities,
specifically blood product and ICU availability, that are necessary to perform liver transplants safely.

Ethical considerations: Intrinsic and instrumental value

In determining what priority to assign living donor transplantation, particularly in times of rationing, both
intrinsic and instrumental value considerations become relevant. An intrinsic value refers to a normative
preference that is inherently appreciated for its own sake, while an instrumental value is prudential, or
strategic, and thus seeks to achieve a further end. The term instrumental value may have different
applications in bioethics, but as used in times of rationing health care refers to prioritizing those - living
donors - that have the means to save others 9 . One’s health has intrinsic value for individuals in society-at-

large; it is the principal and foundational goal on which all caregiving is predicated. In contrast, the mannerin
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question past decisions which were made in unprecedented circumstances, but to develop an ethical
framework to guide actions moving forward in an evolving environment that must balance several healthcare
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Contingency vs. crisis standards of care

The emergence of the COVID-19 pandemic has required a dramatic and ongoing evaluation of how best to
prioritize and distribute critical health resources in the setting of shortages. Immense demands of the
staggering number of patients with COVID-19 continue to tax health systems, forcing them to transition to
contingency standards of care and plan for crisis standards of care. Within contingency standards of care the

cpaces <taFF and <unbplie< uiced are not conc<ictent with dailv oractice< but nrovide care that ic Functionallv



