< LIVING DONOR
l COMMUNITY OF PRACTICE

Living Liver Donor Informed Consent Process

Authors: Dianne LaPointe Rudow, ANP-BC DNP, Elisa Gordon, PhD, MPH, and
Rebecca Hays, MSW

Editor: Kara Ventura, DNP

ISSUE

Living liver donors (LLD), as with living kidney donors, are a patient population who gain
no medical benefit from undergoing voluntary surgery; therefore informed decision-
making is crucial for positive outcomes.

DATA

Informed consent for LLD is an ethical prerequisite. The live organ donor consensus
group recommended practice guidelines for the care team of living organ donors and
stated that “the person who gives consent to be a live organ donor should be
competent, willing to donate, free from coercion, medically and psychosocially suitable,
fully informed of the risks and benefits as a donor, and fully informed of the risks,
benefits, and alternative treatment available to the recipient.” (1) As such, all living
organ donors must undergo the procedure voluntarily, prepared with adequate
information about the procedure, risks, benefits, and alternatives of donation to
themselves, and to the recipients.(1, 2)

Transplant center policies must incorporate this recommendation into the informed
consent process for any potential LLD, although the actual process varies across
transplant programs. Moreover, living donation becomes ethically justified when the
“‘benefits to both the donor and the recipient outweigh the risks associated with the
donation and transplantation of the living donor organ.”(1-4) Transplant centers must
use this rubric to evaluate potential living donors’ candidacy.

The International Liver Transplant Society Guidelines on living liver donation further
recommend:(5)

1. Informed consent must include full information on the surgical, medical, financial,
and psychological risks (including death) of a hepatectomy.

2. The responsibility of the Independent living donor advocate/Team (ILDA/ILDAT)
is to assist the potential donor throughout the pre-donation and post-donation
phases.

3. Potential outcomes for the recipient must be disclosed to the donor.



Components of the informed consent process, including aspects of care and content
elements to disclose, are outlined in CMS conditions of participation for transplant
center and in OPTN guidelines.(6, 7)

We highlight 3 aspects of informed consent specific to the LLD context: risk of decision-
making pressures; effect of timing pressures on donor evaluation; and disclosure
elements. We also offer point-by-point responses to OPTN informed consent process
requirements from the context of LLD care.

Decision Making

Assuring potential LLD’s voluntariness is especially important given the known
pressures or (undue) influences around LLD decision-making—pressures that can
come from within families and from the urgent need to find a suitable liver for
transplant.(3,4,8) Living liver donor candidates may experience undue (or even
coercive) influence to donate given the risk of recipient mortality while waiting for a
deceased donor and given the high rate of living donor candidate rule-out. (8, 9,10)
These pressures may be magnified for recipients whose health status is particularly
vulnerable.

Coercion and concepts of undue influence span along a continuum; the breaking point
when voluntariness transforms into undue influence or coercion may be unclear, thus,
maintaining a clear distinction between undue influence and coercion is important for
determining whether such influences are occurring. Potential LLDs may feel internal
pressures (e.g., religious obligations, personal duty) to save the life of their loved one,
despite risks of complications to the LLD.(8)

If possible, donor teams should reduce donor candidates’ feelings of being solely
responsible for their loved ones’ survival. In addition, internal pressures should be
distinguished from any pressure imposed by the recipient, extended family, community,
or transplant team members.

Timing
When a recipient is critically ill or in acute liver failure, LLD evaluations are expedited.(9)
Even in this context, it is essential for live donor candidates to receive adequate

teaching, meet with donor team members, and to make an affirmative decision about
donation prior to proceeding.(9,10)

Disclosure

Liver donors assume risk when undergoing partial hepatectomy, therefore we highlight
essential disclosure elements. Surgical risks should be carefully described for LLD and
expected recovery time reviewed. In addition, given that donor depression and regret
have been linked to recipient mortality, expected recipient outcomes should also be
reviewed, as well as resources to provide support/counseling in the event of a poor
recipient outcome.(11)



Mandated elements of living donor care at U.S. transplant centers that protect
elements of informed consent, and comments specific to the LLD:

Confidentiality. The potential and actual living donor’s medical record is kept
confidential from the intended recipient. This means that neither the recipient —
nor the recipient’s care team-- is informed of the status of living donor testing.
This preserves the right of the potential donor to withdraw from testing at any
time.(12)

With LDLT, it is essential - even in the context of acute liver failure - for the living
donor evaluation to occur by a different team from the recipient. However,
sharing donor anatomical findings and size with the recipient team will eventually
be required to ensure successful outcomes for the transplant recipient.

2-step consent process. Potential living donors consent to the risks associated
with donor evaluation separately from and prior to consenting to the donor
surgery. Risks of evaluation include new, previously unknown diagnoses and the
associated need for treatment at the donor’s expense.(6)

Right of the potential donor to withdraw from donation at any time. In many
centers, this includes the provision of a medical excuse or alibi, which is
employed in a variety of ways. Most often, the alibi entails a general statement
describing unsuitability for donation. Transplant teams may engage in
rehearsal/role-play with the donor about how to discuss this outcome with the
family support system. Although ways to employ a medical alibi are controversial,
the right of the donor to withdraw at any time is not, and is mandated in
regulation. 6, 7)

Team/LLD discussions surrounding the decision to withdraw in the context of
LDLT must be carefully implemented. The donor candidate must understand the
implications of the withdrawal, especially how they may feel if the transplant
candidate dies without a transplant. Additionally it is more difficult to claim a
medical alibi further along in the evaluation process or if they have reported
normal test results to the intended recipient. They must also understand that the
withdrawal may not be reversed.

Right of the live donor to know basics about expected outcomes for the
liver transplant recipient. Regulatory guidelines mandate that potential living
donors understand end-stage liver disease treatment options. Organ
Procurement and Transplant Network requires that the center disclose that any
transplant candidate may have an increased likelihood of adverse outcomes
(including, but not limited to, graft failure, complications, and mortality) that
exceed local or national averages, but do not necessarily prohibit transplantation,
and are not disclosed to the living donor.(6)

Since living donor outcomes and satisfaction have been shown to be linked to
recipient outcomes, if an intended recipient is considered at high risk for graft
failure, recurrence of disease or death, there is debate about whether the
recipient should be asked by the transplant team to give permission to discuss



expected outcomes with the potential LLD. This can be done in the context of a
meeting with the intended recipient’s team.

Disclosure of United States Public Health Service "Increased Risk" status.
All potential living donors are asked questions (similar to those asked prior to
blood donation) about any factors that might place them at higher risk of
transmitting HIV or hepatitis. (13) If the potential LLD answers affirmatively, a
basic description about them being in a higher-risk category is disclosed to their
intended recipient prior to transplantation. Living donors have the right to
withdraw from donation rather than have this information disclosed.(13)

Agreement to abide by National Organ Transplant Act restrictions. In the
US, it is illegal for a living donor to receive “secondary gain” such as a financial
reward associated with donation. Transplant centers are required to exclude
potential living donors for whom there is an identified secondary gain
motive.(6, 7)

Provision of an Independent Living Donor Advocate (ILDA) or team. The
ILDA provides no care to the person in need of transplant, but rather, serves to
assess the LLD’s voluntariness, advocate on their behalf, and ensure they have
been informed about the informed consent process including: informed consent
requirements, evaluation process, psychosocial and medical evaluation
requirements, the surgical procedure, and the need and benefit of LLD follow-up
requirements.(6, 7)

Who the center chooses to be the ILDA for the LLD varies from center to center
but they must have a clinical skill set to manage the complexities of living donor
decision-making in the context of critically ill liver transplant candidates.(14)

Other methods to promote meaningful donation decision-making. Some
transplant programs require LLDs to take a cooling off period before surgery to
reflect on their decision.(12) Others utilize a test of donor comprehension about
risks and expected outcomes.(4,5)

RECOMMENDATIONS

1.

Careful assessment of a potential living donor’s motivation is warranted as part of
the informed consent process. Donors are often motivated by the quality of the
relationship with the transplant candidate.

The team providing education and evaluation must be aware that the decision to
be a LLD is commonly made upon learning of the need for LDLT and before
learning about the process/risks. Therefore the team’s assessment of the
potential living donor’s understanding of the LLD process is a key part of the
informed consent process.

LLDs generally report high levels of comprehension of risks but report that the
amount of information can be overwhelming. They admit to gaps in knowledge
about recovery and complications. The living donor team needs to individualize



the informed consent process and ensure that education occurs at multiple points
in the evaluation process with an emphasis on the risks and benefits.

The living donor team must assess potential living donors for indications of
internal and external undue influence as part of the evaluation process. Living
donors’ reported experience of undue pressure ranges from <4% to <40%. This
pressure can be internally driven or derived from external social or emotional
pressures from family, religious, financial, and cultural factors.

Some LLDs withdraw or opt out of the donor evaluation process. Such donors
may need to receive follow-up from the psychosocial team to process their
decision.
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For more information on Living Liver Donation, please refer to our website, generously supported by
Novartis.




