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1 | INTRODUCTION

Results: Living liver donors endure multiple obstacles including financial instability,
loss of job security, and potential morbidity. These concerns, along with other center,
state, and federal specific policies can be perceived as significant barriers to expanding
LDLT. Donor safety is of paramount importance to the transplant community; how-
ever, regulatory and oversight policies aimed at ensuring donor safety can be viewed
as ambiguous and complicated leading to time-consuming evaluations that may deter
donor motivation and program expansion.

Conclusion: Transplant programs need to establish appropriate crisis management
plans to mitigate potential negative donor outcomes and ensure program viability and
stability. Finally, ethical aspects, including informed consent for high-risk recipients and

use of non-directed donors, can be perceived as additional barriers to expanding LDLT.

KEYWORDS
donors and donation: living, ethics, liver transplantation: living donor

Living liver donors undertake significant risks and life changes to save
the lives of their recipients, for no direct medical benefit to them-
selves. Thus, it is essential to understand and address the effects
of living donation on their lives, including loss of financial security.
These burdens represent significant barriers to expanding living donor
liver transplantation (LDLT) in the United States (US). They are often
experienced more profoundly by vulnerable groups and can widen
existing socioeconomic and racial disparities observed with living
donation.2

Additional significant barriers to the expansion of LDLT in the US
include transplant program fears of living liver donor morbidity and
mortality, as well as transplant providers’ uncertainty about how to
establish a crisis management plan for cases of living liver donor mor-
tality. This fear of living donor mortality became a reality following a
donor death in 2002,2 after which there was a decline in the number of
LDLTs performed. Morbidity and mortality (estimated to be 1 in 300)
for living liver donors has been heavily publicized.*

While donor safety must be prioritized by all LDLT centers, current
regulatory and oversight policies intended to help can be contradictory
and confusing. Potential donors who initiate evaluation must undergo
multiple tests and consultations that can be time-consuming and
prolong the waiting time for the potential recipient. Program adher-
ence to work-up, informed consent, and donor follow-up to assure
safety and minimize risk can impact program development and donors’
motivation.

Finally, the ethical issues that arise with LDLT, particularly related
to informed consent in a high acuity setting and the use of anonymous
non-directed donors, may comprise additional barriers to the increased
use of LDLT.” Current literature suggests that the process of informed
consent for LDLT is sub-optimal despite Organ Procurement and Trans-
plantation Network (OPTN)/Centers for Medicare & Medicaid Services
(CMS) regulations.®

Therefore, a multidisciplinary group of experts addressed barriers
to LDLT relating to financial implications of LDLT on the donor, LDLT
transplant center crisis management, regulatory and oversight poli-
cies, and ethical considerations by assessing the relative importance of
these issues as barriers to LDLT expansion, with proposed strategies to
overcome these barriers.

2 | METHODS

In early 2021, the Living Donor (LDCOP), Liver and Intestinal Commu-
nity of Practice (LICOP), and the Psychosocial and Ethics Communities
of Practice (PSECOP) of the American Society of Transplantation (AST)
identified the need to foster the safe expansion of LDLT across the
US to accomplish this important objective, the Community of Prac-
tices (COPs) outlined goals to (a) collaboratively bring together US and
International leaders in LDLT to exchange experience and knowledge,
(b) to identify barriers and data gaps to broaden expansion of LDLT in
the US, and (c) to develop consensus recommendations to address bar-
riers and data gaps to promote the safe expansion of LDLT. Workgroups
focused on selected domains encompassing the entire process of
LDLT were created. Consensus conference participants were selected,
invited, and distributed among the workgroups. The consensus con-
ference was held virtually October 18-19, 2021. A modified Delphi
approach was utilized as the consensus methodology. Complete infor-
mation including the list of consensus conference workgroup domains
(and subtopics noted below), and process regarding consensus confer-
ence participant selection, development and refinement of consensus
statements, and modified Delphi methodology including consensus
polling, are reported in Liapakis et al.”

A literature search was developed and performed by two librari-
ans with expertise in systematic reviews. Medline and Embase were
searched for studies with no first date limitations through June 28,
2021. Specific search terms and strategies provided in Supplemental
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Table S1. Search terms, excluding grey literature and following dedupli-
cation, resulted in 535 potential articles for title, abstract, and article
selection. All references were sent to the workgroup for review and
appropriate article selection. Due to the breadth of topics included, a
full systematic review process for article review was not performed at
this time. If titles/abstracts appeared relevant to domains/subdomains,
corresponding full texts were acquired and reviewed for possible
inclusion in the data driven, interactive lectures and to support the
development of empirically supported barrier and mitigation strategy
consensus statements.

To determine consensus, a modified Delphi approach was imple-
mented including both the virtual consensus meeting, where consensus
statements were discussed and refined for content and clarity, and two
separate polling sessions (approximately two months apart). Polling
responses were based upon a nine-point scale, barrier statements
response options ranged from 1 = unimportant to 9 = very impor-
tant. Mitigation strategies were rated for both impact and feasibility,
with response options ranging from 1 = not impactful or not feasible
to 9 = very impactful or very feasible. Consistent with Delphi polling
approaches, the center point across all response options (or a rat-
ing of 5) permitted for a response of “Uncertain.” For the definition
of consensus, minimum consensus participant response rate to each
poll was set at 70% and minimum consensus across statements was
again conservatively set at no greater than 30% of respondents’ rank-
ings outside of the central interquartile range (IQR). In other words,
across respondents, if more than 30% of respondents rated an item
outside of the 25th to 75th percentiles, then consensus was not met.
For example, if IQR was 7-9 but 31% or more of respondents rated the
item as 6 or lower, than consensus was not met for that item. Analy-
ses of polling responses were simple descriptives using IBM SPSS V.27
software.

3 | CONSENSUS FINDINGS

Participation across polling sessions related to our workgroup
exceeded minimum participation thresholds,® with 42 of 51 partici-
pants completing the first round of polling (82.4% response rate) and
46 of 51 participants completing the second round of polling (90.2%
response rate). Complete consensus statements with impact and
feasibility scores are shown in Table 1. All barriers are listed in order
of rated importance as viewed by the conference participants, based

upon mean scores.

3.1 | Donor financial implications

Living liver donor candidates in the US can incur substantial finan-
cial costs associated with the evaluation process, donation surgery,
and post-operative recovery. Despite calls for financial neutrality for
living donors, there are few policies in place or resources available
to financially support potential living donors.” In a survey of 271
living liver donors from the Adult-to-Adult LDLT (A2ALL) Cohort

Study, 37% incurred out-of-pocket medical expenses not covered by
insurance, while 75% reported nonmedical costs including travel, lost
wages, or food expenses. Some of these medical costs may be a par-
ticular barrier in the US given the lack of universal health care and a
complex insurance system. In total, 44% of living liver donors reported
these as burdensome expenses.! Donation costs were deemed a bur-
den in 39.6% at 3 months post-living donation, and persisted up to
2 years post-living donation in 19.4%. In total, 24% of living liver
donors reported that costs were greater than expected. No data are
as yet available on costs or other burden incurred by living donors of
pediatric liver recipients, but these costs may be more burdensome
as living liver donors are often parents who are both supporting the
family and caregiving for the transplant candidate and other children
concurrently.

A major unmet need is standardizing state or national programs to
financially support living donors. The National Living Donor Assistance
Center (NLDAC: http:/livingdonorassistance.org) can provide finan-
cial support for potential living donors at all US transplant centers,
although this is not widely utilized. NLDAC is means-tested based on
the recipient income (currently set at 350% of federal poverty guide-
lines for household size) for directed donors, and without recipient
income-means testing for non-directed donors.'° The National Kidney
Registry, a privately-run kidney paired exchange program, has devel-
oped the Donor Shield program to comprehensively address financial
barriers to living kidney donors by covering lost wages, travel/lodging,
dependent care costs, and disability and life insurance.'! This model
has recently expanded to include living liver donors.

Consensus conference participants achieved a high level of agree-
ment that financial losses represent a significant barrier to living liver
donation, especially among socioeconomically underserved popula-
tions (Table 1, Barrier #1). Financial burden may also be a key barrier
for donors to pediatric recipients, as the living donor is most often a
parent - who is also a primary caregiver to and financial supporter of
the recipient (Table 1, Barrier #3).

While the existence of barriers was well recognized, further study
of the implications of living liver donation for donors in both short-
and long-term were deemed moderately impactful and feasible. Fur-
ther data on mediators of financial burden before and after living liver
donation, in addition to financial deterrents to living donation were
considered as moderately impactful and feasible. An important point of
agreement was the need for standardized discussion points during the
potential living liver donor evaluation process with donor candidates
on the financial implications of donation to facilitate financial plan-
ning and timely pursuit of supporting resources. In addition, Consensus
Committee participants rated addressing living liver donor caregiver
burden as highly impactful to facilitate living donation, with moderate
feasibility.

Consensus conference participants rated several policy-based solu-
tions as important strategies to address these barriers to LDLT. Priority
was assigned to making the act of living liver donation financially neu-
tral as possible, increasing awareness of programs such as NLDAC or
connecting uninsured living donors to resources to obtain health insur-

ance. However, developing standardized programs to achieve financial
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TABLE 1 Ethics, policy, and expanding LDLT (n = 46, 90.2% response rate).

# Priority importance of barrier
Strategy(ies)

#1 Financial losses, including lost wages, job insecurity,
dependent care costs, and medical/insurance costs
represent a significant barrier to living donation,
especially among socioeconomically underserved
populations

* Moreresearchis needed to study the short- and
long-term financial implications of
living liver donation and its impact upon rates of
LDLT as well as disparities in access to LDLT

* The transplant community should prioritize making
the act of living donation (any living donor) being
financially neutral or at least as close to financially
neutral as possible through advocacy at the state
and especially at the federal level

* AlILDLT centers in the US should make potential
donors aware that there is a national financial
assistance program (NLDAC)

* For uninsured potential donors, the transplant
center should guide the donor to any available
resources to obtain health insurance

#2 Fears of significant living donor morbidity and
mortality prevent programs from developing Living
Donor Liver Transplant programs

Encourage granularity of national data reporting of
LDLT outcomes, including long-term components,
through the OPTN and dissemination of data using
established national reporting avenues to
demonstrate the relative infrequency of such events

#3 The financial security of the living donor is a major
impediment to increasing the number of patients
eligible for living donor transplantation and
contributes to increased pediatric wait list mortality

* Standardized programs at the state or national level
to financially support living donors will increase the
pool of living donors

* Medicaid and all insurance programs should
preferentially refer to programs that offer all donor
options

» Caregivers as living liver donors have additional
special needs that need to be addressed and
supported (e.g., childcare needs) to make LDLT a
feasible option for more families

* NKR as a model for donor shield for living liver
donors. www.donor-shield.org

#4 Overly prescriptive transplant program policies
aimed at limiting risk may lead to a lack of interest in
living donor liver expansion

Internal policies should be balanced to ensure donor
safety and safe expansion of programs. Increasing
the program volume (minimum program volume
averaged over 3 years) can mitigate some of this
impact
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Importance:

Impact:
Feasibility:

Impact:
Feasibility:

Impact:
Feasibility:

Impact:
Feasibility:

Importance:

Impact:

Feasibility:

Importance:

Impact:

Feasibility:

Impact:
Feasibility:

Impact:
Feasibility:

Impact:
Feasibility:

Importance:

Impact:
Feasibility:

Consensus responses
Mean (SD); median (IQR)

8.381.01;9(8,9)

7.4(1.86);8(7,9)
7.41(1.57);8(7,9)

8.51(.93);9(8,9)
7.19(1.74);8(6,9)

8.43(.97);9(8,9)
8.28(1.20); 9(8,9)

8.20(1.09); 9(8,9)
7.4(1.42);8(7,9)

7.83(1.20);8(7,9)

8.00(1.01);8(7,9)
7.17(1.72); 7 (6, 8.25)*

7.83(1.31);8(7,9)

8.12(1.13);8(8,9)
6.80(1.59);7(6,8)*

7.96(1.32);8(8,9)
6.34(1.81);7(5,8)

7.91(1.19);8(8,9)
6.74(1.61); 7 (5, 8)

7.67 (1.45);8(7,9)
6.70(1.56); 7 (5.75, 8)

7.57 (1.49); 8(6.75,9)

7.26 (1.51); 8 (6, 8.25)
6.89(1.74); 7 (6, 8)*

(Continues)
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TABLE 1 (Continued)

# Priority importance of barrier
Strategy(ies)

#5 Conflicting policies from oversight agencies to
regulate donor evaluation process impact the
expansion and development of living donor programs

* CMSand OPTN policies must align to support the
safety of living donor liver transplantation and
empower transplant programs to request
appropriate resources (personnel, ICU support,
consultants, etc.) to expand liver transplant services

#6 Little is known about minimum information living
donors require for informed consent, perceptions of
expedited consent processes, strategies to mitigate
perceptions of undue influence to donate

» Diverse research methods are needed (e.g.,
mixed-methods)

* Future research should assess perceptions of
expedited consent processes in the acute setting,
information that donors would require for informed
consent, and strategies to mitigate perceptions of
undue influence to donate in this and other
circumstances

* There may be a benefit to focusing on the
risks/benefits of LDLT early in the course of the
patient’s evaluation when possible

#7 Uncertainty of the process necessary to establish a
crisis management plan for donor adverse events
prevents further development of Living Donor Liver
Transplant programs

Share complete guidelines and best practices from
established programs regarding Living Donor crisis
management plans within the AST website

* Develop a “mentorship” program for longstanding,
developed, and successful programs to work
collaboratively with new programs looking to
develop/grow a LDLT program

#8 The use and selection of the anonymous living donor
is not well defined among transplant centers

* Dissemination of published outcomes of anonymous
living donors should be encouraged

* Research and education are needed in this area for
best practices to minimize donor adverse outcomes
(both short and long term)

#9 Selection of recipients for non-directed organs are
arbitrary and not uniform. Defined set of
criteria are missing

Transplant centers should draft defined set
transparent, equitable, and fair criteria for allocation
of these donors based upon specific center-related
considerations.

#10 Multiorgan sequential living donation is a complex
process that is infrequently utilized and with little
data regarding the cumulative attributable risks and
benefits to the donor

PILLAI ET AL.

Importance:

Impact:
Feasibility:

Importance:

Impact:
Feasibility:

Impact:
Feasibility:

Impact:
Feasibility:

Importance:

Impact:
Feasibility:

Impact:
Feasibility:

Importance:

Impact:
Feasibility:

Impact:
Feasibility:

Importance:

Impact:
Feasibility:

Importance:

Consensus responses
Mean (SD); median (IQR)

7.33(1.69);8(6,9)

7.74(1.60); 8 (7,9)
7.02(1.77); 7 (6,8.25)*

7.22(1.88);8(6,9)

6.63(1.89);7(5,8)
6.57(1.86);7 (5,8)*
6.76(2.25); 8 (5.75, 8)*
6.76(1.59);7 (5.75, 8)

7.39(1.74); 8 (6, 9)
7.24(1.45);8(6,8)?

7.11(2.28);8(6,9)

7.72(1.59);8(6.75,9)
8.07(1.08);8(7,9)

7.73(1.42);8(7,9)
7.57(1.29);8(7,9)

6.85(2.12); 7 (5.75, 9)

7.20(1.83);8(6,9)
7.20(1.63); 8 (6.75, 8)?
7.09(1.89); 8 (6, 9)
6.87(1.47);7 (6, 8)

6.67(1.96); 7 (5.75,8)*

7.09(1.50); 7 (6, 8)*
7.04(1.37);7 (6,8)

6.61(1.95); 7 (5,8)*

(Continues)
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TABLE 1 (Continued)

# Priority importance of barrier
Strategy(ies)

» Systematic and prospective data gathering and
follow up of multiorgan sequential living donors is
necessary. Sharing safety and outcomes data
gathered with the LDLT community will help
enhance optimal use of this scare resource and in the
informed consent of these donors

#11 Terminology associated with living donors is
outdated and can further exacerbate existing biases

+ Allliving donors should be considered “altruistic”
and that terminology should not be used.
Terminology for living liver donors should be focused
on the presence or absence of anonymity and
whether the donation is directed or non-directed

ll:linicul TRANSPLANTATION WILEY-_L*"®

Consensus responses
Mean (SD); median (IQR)

Impact: 6.80(1.89);7 (6,8)?
Feasibility: 6.93(1.44);7 (6,8)?
Importance: 6.09 (2.32); 6.5 (5, 8)?

Impact: 6.48(2.31); 7.5 (5, 8)?
Feasibility: 7.56(1.85);8(6.5,9)

Note: Barriers ordered from highest to lowest rated priority. Response options rated from 9 = very important, very impactful, or very feasible to 1 = unim-
portant, not impactful, or not feasible. AST, American Society of Transplantation; CMS, Centers for Medicare & Medicaid Services; LDLT, living donor liver
transplantation; NLDAC, National Living Donor Assistant Center; OPTN, Organ Procurement and Transplantation Network.

2Indicates consensus was not met across responses, based upon above outlined consensus methods.

neutrality through advocacy at the state and federal level was rated as
moderately feasible.

Overall, conference participants agreed on the importance of
addressing the significant burden placed on living liver donors due
to the financial implications of donation. Potential strategies, as men-
tioned above, to minimize these burdens were considered to be likely
impactful, though with variable feasibility. While all transplant pro-
grams should increase potential living donors’ awareness of existing
financial support programs immediately, policy-level strategies, includ-
ing engagement of government and payers to alter policies, will require

amore substantial long-term effort.

3.2 | Center crisis management

Liver donor deaths in the US have been very rare and few data are avail-
able on mortality rates around the world. Following a publicly heralded
living donor death at a prominent transplant program in 2002 and con-
cerns regarding the safety and oversight for institutions performing
these high-risk procedures, Miller et al. encouraged living liver trans-
plant programs to build contingency plans for potential catastrophe.”
Consequently, a significant decrease in the number of living liver
donor cases was observed and the Independent Living Donor Advo-
cate (ILDA) was formed to protect the rights of the living donor and to
obtain comprehensive informed consent. Despite survey data demon-
strating that over 50% of transplant programs are either extremely
or moderately concerned about a future living liver donor death, few
transplant programs responded to Miller et al.’s recommendation.?
Potential causes for this inactivity included the overall low likelihood
of these events, the effort appearing burdensome by transplant pro-
gram personnel and the concept of a programmatic living liver donor
death causing discomfort and undue fear for program staff. Conse-
quently, programs may beill prepared or inadequately resourced in the

event of a death of a living donor. They may not be ready to complete a
thorough corrective action plan for “near-miss events” which includes
both internal communications and sharing lessons learned with the
broader transplant community.23-1° This is precisely why participants
of the consensus conference ranked highly the need to address the bar-
rier that fears of living donor morbidity and mortality are currently
preventing development of LDLT in many programs (Table 1, Barrier
#2).

The question therefore remains as to whether the lack of a true cri-
sis management plan has resulted in stagnation of living liver donor
programs. Effective crisis management is known to be essential even
in the rare instance of a living donor catastrophe, including a system
of communication with families and the public, a process for program
accountability and, importantly, care for the transplant team members
(Figure 1).13 Fears of significant living donor morbidity and mortality
were identified as the second most significant barrier to expanding
LDLT by the consensus conference participants. Conference partici-
pants found that the most impactful and feasible approach to mitigate
such fears was to encourage granularity of national data regarding
LDLT outcomes, including long-term outcomes, to demonstrate the
relative infrequency of such events. Efforts to collect robust current
protocols and process maps from programs who have already com-
pleted this process could support individual program assessment and
development and act as a resource document to share with health
systems or hospital administration.

Concerns about the implications of adverse outcomes among living
liver donors remain a crucial barrier to LDLT expansion; however, data
on long-term outcomes are lacking. Conference participants reported
that universal establishment of a crisis management plan at exist-
ing transplant programs is paramount. Strategies to improve national
reporting of LDLT outcomes including complications, and robust dis-
semination of the overall safety of these procedures in US programs,
would be both highly impactful and feasible to overcome this barrier.
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eStatement of Purpose and Scope
*Define crisis events (UNOS 18.6)

eDescribe process to build plan
eInclusive of team members and senior institutional leadership
*Consi ion of that may have ing needs
eSchedule for review/ revision every 3-5 years

Introduction

N
)

Pre-crisis
phase

___
T ~

Describe crisis management team
Identify key personnel roles

Define specific responsibilities, chain of command, & chain of
communication
Include senior institutional leadership
Invite ILDA
Plan for quick, accurate, consistent messaging
Template messages
Train spokesperson
Remove donor primary surgeon from crisis management j

*Outline safety fundamentals that help prevent donor
catastrophe

Delineate robust staffing and monitoring procedures

Describe communication escalation protocol with defined
dinical chain of command

Donor advocacy that supports informed consent process (ideally
adonor advocate team)

Crisis phase

N
SR

Post-crisis
phase

— N

FIGURE 1 Living donor crisis management plan - pre-crisis, crisis,
and post-crisis contingency plan for transplant programs to prepare
for potential living donor catastrophe. Used with permission from Am
J Transplant. 20(2):546-552,DO0I: 10.1111/ajt.15618.

eCommunication plan \
Designate clinicians to communicate with donor family,
recipient
Implement communication plan with clinical care team
Provide supportive care for donor team (ie: employee
assistance)
Address and
Reporting
Root cause analysis
Corrective action planning
Define schedule for crisis management team meetings /

resume normal activities

(suggested daily huddle)

3.3 | Regulatory oversight barriers/policy

Current external oversight of LDLT in the US is provided at the Fed-
eral level by the OPTN and CMS (Figure 2). A few individual states also
have an oversight role of living donation. Both CMS and OPTN require
that transplant programs maintain specific protocols and policies for
the evaluation and care of living donors, although in some cases, they
do not specify what should be in the policy. For example, OPTN pol-
icy 14.4C6 requires that hospitals must develop and follow a written
protocol for hypercoagulable state evaluation, but the policy does not
specify the components of this evaluation, nor what should be done
about particular conditions which may increase the risk of thrombo-
sis such as factor V heterozygosity. In other cases, the OPTN and/or
CMS provide very precise recommendations. For instance, the OPTN
requirement for the residual volume following living donor hepatec-
tomy (policy 14.4) has broad conformity for the necessity of such a
requirement. In other cases, such as the requirement in CMS Guide-
line §482.98,17 which contends that “every potential living donor must
be assigned to and have an interview with an ILDA or an Indepen-
dent Living Donor Advocate Team (ILDAT) prior to the initiation of the

evaluation,” can be further interpreted to be prior to any blood tests
such as ABO verification or basic screening such as body mass index
(BMI). There is no broad agreement for such a requirement and this
can be viewed as an unnecessary burden for transplant programs and
potential living donors.

Consensus conference participants agreed that revision of internal
transplant center policies and federal oversight policies was important
to facilitate expansion of LDLT in the US (Table 1, Barriers # 4, 5). The
impact of such revisions was also strongly ranked for center policies
and federal policies. However, there was a lack of consensus on the
feasibility of such an undertaking. This is likely due to perceived chal-
lenges in how the LDLT community may be able to influence individual
program policies. There may also be skepticism on whether CMS or the
OPTN would be willing to converge polices to reduce discordance, or to
revise oversight policies in response to community feedback, outside of
the public comment process. Optimization of federal policies that may
inadvertently limit LDLT expansion is another important goal for the

community.

3.4 | Ethical controversies in LDLT

Informed consent for donor evaluation and donor hepatectomy is crit-
ical to respecting donors’ autonomy and protecting their safety. Sys-
tematic reviews found that 88%-95% of potential living liver donors
reported understanding the risks and benefits of surgery. However,
many living liver donors describe gaps in knowledge about risks, pro-
cedure details, and potential complications.®'8 Ensuring the adequacy
of informed consent is complicated when recipients rapidly develop
high acuity diseases (e.g., acute liver failure)® or are at increased risk
of post-operative complications.

Additionally, the terminology regarding living donors can be con-
fusing, particularly for individuals who donate without specifying an
intended recipient. Such living donors have variously been described

»u

as “non-directed,” “altruistic,” and “Good Samaritan.”?8 Since all living
donors can be considered altruistic, consensus conference partici-
pants recommended that living donor terminology be standardized to
focus on the donor’s preferences for anonymity and the relationship
between the living donor and the intended recipient. Living liver donors
would therefore be categorized as directed, non-directed donors,
anonymous directed, or anonymous non-directed living donors.
Anonymous directed and anonymous non-directed living donors
currently comprise 5% of the living liver donor population?° and have
the potential to expand the donor pool. The rationales for remaining
anonymous include avoiding recipient indebtedness, seeking internal
satisfaction, limiting emotional attachment to the recipient, fore-
stalling negative perceptions among family and friends, and ambiva-
lence to meeting the recipient. A growing body of evidence suggests
that anonymous non-directed living liver donors have physical and
psychosocial outcomes on par with directed donors.2! The use of
anonymous living donors raises ethical considerations, including condi-
tions under which anonymity may be problematic (e.g., estranged fam-

ily members seeking to donate), difficulties in maintaining anonymity
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in the context of social media, and the appropriate level of benefit
relative to risk to the living donor (e.g., should anonymous non-directed
donors be allowed to accept as much risk as individuals who seek to
donate to afamily member?). Not all programs have established criteria
for selecting a recipient candidate for non-directed donors. The pro-
cess of recipient selection may therefore be perceived as arbitrary and
may unintentionally perpetuate racial disparities.??

Issues related to living donor informed consent and strategies to
mitigate the perception of undue influence were identified as the work-
ing group’s sixth most significant and highest-ranking ethical barrier to
expanding LDLT. Conference participants found that the most impact-
ful and feasible approach to improving LDLT consent would entail
integrating discussion about the risks and benefits of LDLT early in
the potential living liver donor evaluation process. Participants agreed
that further research employing a range of methodologies and better
assessment of the informed consent process during expedited living
liver donor evaluation would be valuable, but these strategies were
deemed less impactful and feasible than the other issues identified in
the ethics and policy section.

Conference participants believed that the other ethical concerns
ranked lower as barriers to LDLT: the use of anonymous living donors
ranked 8th, recipient selection for non-directed living donors ranked
9th, and the need to establish consistent terminology ranked 11th. The
most impactful and feasible strategy for addressing ethical concerns
about anonymous living donation was dissemination of extant research
on the outcomes for anonymous LDLT donors. The strategy of devel-
oping transparent, equitable allocation criteria for non-directed living

donors was regarded as moderately impactful.

Transplant
programs

-ILDArequirements
companies -evaluationand
consent
requirementsfor
LDs
-Quality/process

improvement
requirements

- IndividualState
regulations:

Manyindividual statelaws
regardingtaxcredits, other
donor protections; rarely
additional oversight (NY)

Interaction between federal, state, and center regulatory policies.

4 | SUMMARY AND NEXT STEPS

This consensus conference identified and prioritized several barriers to
LDLT pertaining to donor financial status, center crisis management,
regulatory oversight, and ethical issues. Strategies to overcome each
of these barriers were identified to facilitate LDLT expansion, and to
engage the liver transplant community with proposed interventions.

Financial neutrality for the living liver donor achieved broad consen-
sus as an essential barrier that must be addressed in a multipronged
approach, including (1) increased utilization of NLDAC for all currently
eligible donors, (2) increasing the benefits of this program to a broader
group of living donors, (3) advocacy at the state and federal levels for
long-term health insurance for all living donors, and (4) engagement
of patient organizations and private groups in creating a system to
achieve living liver donor financial neutrality.

Living donor safety is of paramount importance to our community,
and concerns about adverse medical outcomes in living liver donors
remain a significant barrier to expansion of LDLT. Strategies to mitigate
the impact of this concern include (1) improvement in the granular-
ity and dissemination of national data reporting on LDLT outcomes,
(2) creation of specific crisis management plans at existing LDLT pro-
grams, and (3) streamlining federal regulatory requirements for LDLT
programs such that living donor safety remains central to these poli-
cies, including clarification of the CMS Guideline §482.98 regarding use
of the ILDA.

Finally, several ethical considerations must be addressed, including
(1) initiation of the potential living donor informed consent process

early in the recipient’s evaluation, (2) research to identify the optimal
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informed consent process for potential living liver donors, particularly
in the context of acute or severe recipient illness, (3) research regard-
ing long-term physical and mental outcomes of non-directed living liver
donors to assure protection while respecting donor autonomy and
benevolence, and (4) coordinated effort within the transplant commu-
nity to embrace transparency around center-based policies for living
donor evaluation criteria and recipient selection for non-directed living
liver donor organs.

Implementation of these aforementioned specific steps will help
advance the field of LDLT.
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