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    Abstract
Both living donor transplantation and human subjects research expose one set of individuals to clinical risks for the clinical benefits of others. In the Belmont Report, the National Commission for the Protection of Human Subjects of Biomedical and Behavior Research (National Commission) articulated three principles to serve as the basis for a research ethics framework: respect for persons, beneficence and justice. In contrast, living donor transplantation lacks a framework. In this manuscript, we adapt the three principles articulated in the Belmont Report to serve as the foundation for an ethics framework for living donor transplantation which we supplement with the principles of vulnerability and responsibility. The National Commission supported additional protections for vulnerable groups of potential research participants. In 2001, Kenneth Kipnis effectively argued that the concept of vulnerable groups failed to explore in what ways particular groups of people were vulnerable, thereby risking unnecessary protections for some and inadequate protections for others. He proposed a taxonomy that explored different types of vulnerabilities that all research participants may experience to provide a more robust framework for human subjects protections, which we adapt to living donors. Robert Goodin claims that health professionals, who stand in special relationship with patients, are responsible for promoting and protecting their well-being. In living donor transplantation, the donor transplant team is responsible for empowering prospective donors to address their vulnerabilities and/or for protecting those who cannot by disqualifying them from donation.
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Introduction
Living donor transplantation has been controversial since its inception because it exposes one party to clinical risks for the clinical benefit of another. But it is not unique: research involving human participants exposes the participants to clinical risks for the benefit of others, in this case, future patients. This is not to deny that many living donors describe benefits to donation as do research participants about their participation.
Ethical frameworks are necessary to ensure the well-being and safety of both research subjects and living donors. In 1978, the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research (hereinafter ‘National Commission’) published the Belmont Report in which it articulated three underlying principles for a research ethics framework: respect for persons, beneficence and justice.1 While a number of transplant organisations have developed standard of care guidelines regarding the evaluation and follow-up of the live kidney donor and the components required for a shared decision-making process,2–4 to date, there has been no overarching ethical framework for living donor transplantation. Given the analogies between living donor transplantation and human subjects research, we believe that the National Commission’s Belmont Report is an excellent starting point for developing an ethics framework for living donor transplantation.

Respect for persons
In the Belmont report, the principle of respect for persons incorporates at least two ethical convictions: first, individuals should be treated as autonomous agents, and second, persons with diminished autonomy are entitled to protection. The principle of respect for persons thus divides into two separate moral requirements: the requirement to acknowledge autonomy and the requirement to protect those with diminished autonomy.1
This principle is operationalised by the process of informed consent. The consent process contains three elements: information (the disclosure of risks, benefits, and alternatives), comprehension (the provision of information in a way that is understandable) and voluntariness (freedom from coercion and undue influence).1
The traditional conception of (respect for) autonomy as articulated in the Belmont Report stated: ‘To respect autonomy is to give weight to autonomous persons’ considered opinions and choices while refraining from obstructing their actions unless they are clearly detrimental to others.’1 In other words, respect for autonomy was traditionally understood as a negative conception of autonomy and refers to non-interference by healthcare providers (whether researchers or transplant professionals) who merely provide information and then respect the choice (unless harmful to others) made by the autonomous individual who is perceived to be an atomistic, asocial ‘self-made’ man [Mackenzie p6].5 In the 40 years since the publication of the Belmont Report, there have been a number of critics who have argued that autonomy should not be understood separate from our relationships and that healthcare providers specifically may have an obligation to help empower patients to exercise their autonomy more effectively. Feminist theorists call this construct of autonomy ‘relational autonomy’. Marilyn Friedman expands on this concept:
According to the relational approach, persons are fundamentally social beings who develop the competency for autonomy through social interaction with other persons. These developments take place in a context of values, meanings, and modes of self-reflection that cannot exist except as constituted by social practices. Also according to some theorists, autonomy is itself the capacity for a distinctive form of social and, in particular, dialogical engagement.6 [at pp. 40–41 footnote omitted]

Relational autonomy incorporates both the negative conception of autonomy employed in the Belmont Report in which healthcare providers provide facts and then expect the patient to make an informed choice based on these facts and the positive conception of autonomy in which healthcare providers go beyond the provision of mere facts and translate the information into concepts comprehensible and empowering to the average patient. It entails providing support and structure in order for the patient (in this case, a potential living donor) to get a better grasp of the risks and benefits and to consider the psychosocial and emotional consequences of the decision in a safe and enabling environment in order to make a decision that reflects their considered judgement. As Dodds explains:
The physician standing as objective, neutral information source, is not necessarily an aide to autonomy. A health care worker who has sufficient information; who can listen actively to the patients’ identification of their concerns, desires, fears and so on; and who can ask them how much they want to know and why will often better promote autonomy both in decision making and in the patient’s capacity to learn to accommodate or respond to the changes in their health…7 [at p. 232]

Thus, for prospective live organ donors with decisional capacity, respect for persons requires that the transplant team employ a shared decision-making process in which they promote the patient’s autonomy to make decisions that best reflect the donor’s own interests and values, free from undue pressure or influence. It requires that the transplant team ensure that living donors are acting voluntarily, that they understand and are considering their own best interests, and that they remain aware of their right to renege (withdraw) up until the time of donation.2 For those who lack decisional capacity, protection usually translates into non-donation.8

Beneficence
The Belmont Report offers ‘two complementary expressions of beneficent action: (1) do no harm; and (2) maximise possible benefits and minimise possible harms.’1 This principle then is operationalised using a utilitarian calculation of benefits and risks. The Belmont Report is clear that obligations of beneficence extend to both particular research projects and the entire enterprise of research.
Shifting the principle of beneficence from human subjects protections in the Belmont Report to the realm of transplantation ethics is complicated by the fact that living donor transplantation involves two separate persons: the donor and the recipient for whom the benefits and risks are both distinct and intertwined. The first step is to calculate donor benefit:risk and to separately calculate recipient benefit:risk. This does not mean that recipient benefit is irrelevant to the donor’s calculation. While some donors may define donor benefit to include only their own (psychological) benefit, most include not only their own psychological benefit but also the health benefits to the recipient as part of their donor benefit calculation. Donors also must decide against which risks to balance these benefits—to include only the donor’s physical risks or to include potential health risks to the recipient (as might be seen in a donor with two apolipoprotein LI (APOL1) high-risk variants discussed in Special relationships entail special responsibilities section ahead).9 10 In philosophical terms, donors may have both self-regarding and other-regarding interests and may define the benefits of donation not purely in self-regarding terms.9 10 The recipient also has self-regarding and other-regarding interests. Thus, the recipient must also agree that the medical benefits to himself or herself outweigh the risks and the recipient may include not only his or her own risks but also the risks to the donor. Thus, an adult child who wants to donate to a parent may argue that his parent’s survival is worth the physical risks of a living organ donation, but the parent (recipient) may reject the offer. That is, both donors and recipients must decide that the living donor transplant has a positive benefit:risk calculation for themselves, individually and jointly, and each must voluntarily consent to the procedure.
Although benefit:risk calculations are necessary, they are not sufficient for determining the ethical permissibility of a transplant. Consider, for example, the case of Mr. Patterson who donated a kidney to his daughter, Renada. The kidney failed and Mr. Patterson requested to donate his second kidney to his daughter and she was willing to accept it knowing that it would leave her father dialysis-dependent.11 Some argue that if the potential donor and the potential recipient, individually and together, assert that the benefits outweigh the risks, then the living donation is ethically permissible.12 While we agree that it is necessary that both donor and recipient judge the benefits to outweigh the risks, this calculation is not sufficient because it would allow serious harm to the donor—in this case, leaving Mr. Patterson anephric and therefore dialysis-dependent. The reason to reject the parent’s offer to donate his second kidney is not that his calculation is wrong, but rather, because there are limits to how much harm that transplant professionals, as moral agents, should be willing to voluntarily cause a potential living donor.13 Elliott explains this most articulately:
Finally, it is important to realize that the doctor is not a mere instrument of the patient’s wishes. Analyses of living organ donation and risky clinical research are often simplified needlessly by a failure to acknowledge outright that the doctor is also a moral agent who should be held accountable for his actions. If a patient undergoes a harmful procedure, the moral responsibility for that action does not belong to the patient alone; it is shared by the doctor who performs it. Thus a doctor is in the position of deciding not simply whether a subject’s choice is reasonable or morally justifiable, but whether he is morally justified in helping the subject accomplish it.14 [at p. 95]

That is, the members of the transplant team are moral agents who must concur that the risks and benefit:risk to both parties individually and jointly is reasonable or they should refuse to proceed with performing the living donor surgery. This position is clearly articulated in other documents focused on ethical issues in living donation. For example, Wright and colleagues at the University of Toronto state:
If autonomy alone were the arbiter of living donation, then the donor and recipient could decide if they are agreeable and ask to proceed. However, members of the health care team are active participants in this process, with an obligation to maintain professional standards of practice. Thus, health care providers act as moral agents with rights to autonomy that must be respected in the decision-making process.4 [at p. 410, references omitted]

The Ethics Committee of The Transplantation Society concluded similarly in a section entitled ‘Medical Judgement versus Donor Autonomy’: ‘Donor autonomy does not overrule medical judgment and decision-making.’3 [at p. 492]. Similarly, the Live Organ Donor Consensus Group stated that ‘Transplant physicians must have decision making autonomy that prevents undue pressure on the medical team to perform a procedure that they do not believe is medically indicated’.2 [p. 2925]

Justice
The Belmont Report acknowledges a variety of formulations of justice—ranging from various egalitarian conceptions of justice (eg, to each person an equal share; or to each person according to individual need) to conceptions of distributive justice based on effort or merit. But in the Report, justice is operationalised in the fair selection of subjects (social justice).1
The National Commission enumerated that certain groups are vulnerable and require extra protection. The list included:
…racial minorities, the economically disadvantaged, the very sick, and the institutionalized may continually be sought as research subjects, owing to their ready availability in settings where research is conducted. Given their dependent status and their frequently compromised capacity for free consent, they should be protected against the danger of being involved in research… 1

The National Commission’s reports serve as the basis for the Federal Regulations for the Protection of Human Subjects (45 CFR 46).13 Subpart A is based on the Belmont Report and applies to all research participants. Other reports address research enrolling specific vulnerable populations including pregnant women, human fetuses and neonates,15 prisoners16 and children,17 and these reports serve as the basis for 45 CFR 46, subparts B, C and D, respectively. Members of these groups would be considered vulnerable if they were solicited to be living donors as well.
The fair selection of subjects means ensuring fair opportunities for participation and not permitting over-reliance on vulnerable groups, if not scientifically justified, out of either convenience or a social perception of lower worth. For example, empirical data show that women are more likely to be living organ donors and yet less likely to be a recipient of a living donor organ.18 19 Fair selection also means not absolutely excluding donation by some members of vulnerable groups (eg, prisoners) if they can adequately address the threats that challenge their ability to give a voluntary and informed consent. Elsewhere, for example, we have considered what must be considered in the evaluation of prisoners to serve as living donors.20

Vulnerability
The National Commission’s reports focusing on vulnerable groups were written in the late 1970s. Twenty years later, in a paper commissioned by the National Bioethics Advisory Committee (NBAC), a successor to the National Commission, Kenneth Kipnis argued that the National Commission’s concept of ‘vulnerable populations’ failed to explore in what ways particular groups of people were vulnerable, thereby risking unnecessary protections for some and inadequate protections for others (Kipnis pG-3).21 He proposed a vulnerabilities taxonomy that explored the different types of vulnerabilities that research participants may feel. He offered an analytical approach to the concept of vulnerability, arguing that rather than focusing on groups, it would be more useful to consider six discrete types of vulnerability that an individual may face: cognitive, juridic, deferential, medical, allocational and infrastructural.21 In a later work focusing on why children may be vulnerable in research, Kipnis offers seven discrete types of vulnerability—retaining the first five (cognitive which he now labels incapacitational): juridic, deferential, medical and allocational and adding two more: social and situational.22 We incorporate all of Kipnis’ vulnerabilities into a research taxonomy in table 1, column 1.20 In table 1, column 2, we show how they can be modified to apply to living donor transplantation.20 Below we provide greater detail to show how these vulnerabilities are applied in the living donor context.
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Table 1 Eight vulnerabilities of potential living donors*



	The first vulnerability is cognitive (or incapacitational). It refers to the vulnerability that would be experienced if a potential living donor lacked the ability to give an informed consent for his or her own participation as a solid organ donor. A potential living donor may be cognitively vulnerable because of immaturity of age or because of intellectual disabilities or mental illness. Comparable to the research setting, one solution is to have a surrogate decision-maker. But there is a major difference: while it is important to do research on those who lack cognitive capacity (particularly if the research is to understand or reverse the inability), there are few situations in which a person with cognitive disabilities should be considered for living donation. In general, it is not in a donor’s medical interest to donate, and lack of capacity should be a strong (but not absolute) contraindication.8

	The second vulnerability is juridic. It refers to whether a potential living donor is liable to the authority of others who may have an independent interest in that donation. The authority is meant to be legal and can refer to prisoners and military personnel although Kipnis does say that ‘the category also includes children (either juvenile or adult) under the authority of their parents, so for example, the juvenile whose parents seek for him to be a living donor to a twin sibling’ (Kipnis pG-7).21

	The third vulnerability is deferential and refers to whether a potential living donor is given to patterns of deferential behaviour that may mask an underlying unwillingness to participate. While similar to juridic vulnerability, it may be seen in the decision of a child who seeks to please his or her parents (or his or her grandparents), an employee who seeks to curry favour with their employer or a woman who believes it is her role to make this type of personal sacrifice in a male-dominated culture. As Kipnis explains, the challenge is to devise a process that eliminates as much as possible the social pressures that the potential living donors ‘may feel even if, in reality, they are not being imposed’ (Kipnis p1134).22 Patients may also express deferential vulnerability to requests by physicians. One can easily imagine the healthy individual finding it very hard to tell the members of the transplant team caring for the recipient candidate that he or she refuses to serve as a living donor which is why it is critical that potential living donors have their own healthcare team focused on their health interests.

	The fourth vulnerability is social. It refers to whether the potential living donor belongs to a group whose rights and interests have been socially disvalued. When families negotiate who should be the first to undergo screening, families may look to non-wage earners. It is also possible that the non-wage earners volunteer themselves, either because they view this as an opportunity to be an active contributor to the family’s resources or because they have internalised the view that they are of lower worth. This vulnerability requires that the transplant team work with potential living donors to ensure that their participation is voluntary and that they are donating without ‘undue influence’ (the language used in the Belmont Report).1

	The fifth vulnerability is medical and focuses on the presence of a serious health-related condition in the intended recipient that applies when there are only less satisfactory alternative remedies. A remedy is less satisfactory if it leads to either worse outcomes (higher morbidity and/or mortality) or is not available in a timely fashion. Consider end-stage renal disease (ESRD). ESRD can be treated by dialysis or transplantation although data show that transplantation is better for virtually all patients.23–25 The main stress is that demand greatly outpaces supply. The uncertainty of whether the intended recipient will receive a deceased donor organ in a timely fashion puts pressure, to varying degrees, on potential living donors. This is compounded by the fact that from the recipient’s perspective, living donor grafts are superior to deceased donor grafts in most situations.25

	The sixth vulnerability is situational which refers to the medical exigency of the intended recipient that precludes adequate education of and deliberation by the potential living donor which are essential for the living donor’s informed decision-making. That is, external circumstances may threaten donor voluntariness. Consider, for example, the uncommon situation of living donation for acute liver failure (ALF),26 when an entire living donor work-up must be done in a matter of hours, rather than days or weeks. The potential living donor must grasp the risks and benefits and its implications for himself or herself in a very compressed time frame before a decision must be made. It is critical that healthcare provider(s) independent of the recipient’s team be available to support and to empower the potential donor to make a voluntary decision that best reflects his or her own values and interests. This function can be achieved with an independent living donor advocate (LDA) or living donor advocate team (LDAT) described in Special relationships entail special responsibilities section ahead).27

	The seventh vulnerability is allocational and focuses on the potential living donor who is lacking in subjectively important social goods that he/she believes will be provided as a consequence of participation as a donor. Social goods can include, for example, improved community social status or improved intrafamilial relationships. It is important that living donors realise that these social goods may be transient or may never occur.28–30

	The eighth vulnerability is infrastructural. Does the political, organisational, economical and social context of the donor care setting possess the integrity and resources needed to manage living donation process and follow-up? This vulnerability examines the capacity of the transplant programme and the institution to adequately perform living donor transplantation. This requires a wide range of skills: not just surgeons, but appropriate intensive care unit physicians as well as physician subspecialists to deal with both expected and unexpected complications of these procedures. Francis Moore, one of the pioneers of surgical innovation, described this as the ‘field strength’ of the institution which he stated must be complemented by the ethical climate of the institution.31 Lacking either may create an infrastructural vulnerability for donors and/or recipients. This vulnerability can also be related to the social situation of potential donors themselves. Are they homeless? Do they live alone? Do they have an adequate support system to help them through their recovery from surgery? Thus, infrastructural vulnerability refers to both individual and institutional support systems.



VULNERABILITY CRITIQUES
We have shown that, with minor modifications, Kipnis’ model of vulnerabilities is useful for examining the ethical challenges raised by living organ donation. Below we consider and reject three objections to his vulnerability analysis to further strengthen its adoption in a living donor transplantation framework.
First, Kipnis’ account of vulnerability has been criticised for being over-reaching in that all of us will meet one or more of these vulnerabilities at some point in time.32 33 Others contend, however, that this is a strength because it forces us to acknowledge that even completely healthy, adequately informed adult research subjects, not belonging to any identifiably vulnerable population enumerated in the Belmont Report, may have vulnerabilities that lead them to participate.34 35 The case of Ellen Roche shows how otherwise healthy cognitively normal adults may be vulnerable. Ms. Roche was a research technician at John Hopkins University Asthma and Allergy Center who volunteered to take part in a Hexamethonium study in a proximate lab in April 2001. The study was ‘designed to provoke a mild asthma attack in order to help doctors discover the reflex that protects the lungs of healthy people against asthma attacks’.36 She became ill shortly thereafter and was admitted to an intensive care unit in May 2001 but continued to worsen and died 1 month later.36 Of primary importance in addressing Ms Roche’s death as a normal volunteer was the fact that inhalational hexamethonium was not FDA approved and Hopkins was later rebuked for failing ‘to obtain sufficient information on the ‘source, purity, quality and method of preparation and delivery’ of the chemical before giving it to volunteers’.37 However, an external review committee also raised the additional concern about justice in the selection of subjects, pointing out that Ms Roche and multiple other staff members who volunteered were exposed to the potential for ‘subtle coercive pressures’, as these staff members were often given time off during the workday to participate in protocols.38 So while laboratory staff may not be a ‘vulnerable group’ per se, an ‘informal’ expectation of participation would place these individuals at risk of deferential vulnerability (potentially juridic vulnerability), and the ability to collect additional financial rewards during work hours further may raise social vulnerability concerns as well.38
Likewise, we believe that adults with decisional capacity who are asked to serve as a living donor may be vulnerable in ways that may threaten the voluntariness of their consent even if they are not members of a traditional vulnerable group. For example, since many living donors are first-degree relatives with their recipient, they may be at risk of deferential and social vulnerability depending on family social structure and expectations and the potential impact of non-donation on family relationships. Alternatively, in the case of ALF, a parent who is informed that a deceased donor liver graft may not become available in the limited time period may be at risk of medical vulnerability due to a gravely ill child and ignore or discount risks to himself or herself. The parent may also be at risk of deferential vulnerability with respect to the transplant team who offered living donation as an option. Despite the limited time, it is critical that the team engage the parent in examination of the living liver donation risks and the potential implications of an adverse event for himself or herself and other dependants in order to ensure that the consent is both informed and voluntary. These cases illustrate the utility of considering the entire taxonomy of vulnerabilities for each living donor to ensure that they can be adequately addressed.
Second, Kipnis has been criticised by Tricha Shivas for focusing on individuals and the process of informed consent and failing to consider how vulnerabilities impact justice or the fair selection of participants.39 We disagree: many of the vulnerabilities can be applied to entire groups. For example, prisoners as a class lack certain social goods (eg, freedom of movement) that would classify them as a socially vulnerable group. This isolation may also leave them deferentially and socially vulnerable to those family members who are often their only resource beyond the prison walls. This does not mean that prisoners should never be allowed to participate as living donors, but rather, that it is critical that their vulnerabilities be explored, and that if these threats to a voluntary informed decision-making process cannot be adequately addressed, that the individuals be prevented from donating.20
A third criticism is that Kipnis fails to consider that vulnerability is a ‘relational concept’. Shivas argues that Kipnis fails to acknowledge that ‘vulnerability cannot be defined independent of our understanding of the relationship, power dynamics, and social and political circumstances of the particular protocol’. (39 at p. 85). We agree that vulnerability is relational, but so does Kipnis. For example, juridic and deferential vulnerabilities specifically focus on power dynamics, both those that are legally defined and those that are socially defined, respectively.21 Below we show how understanding vulnerability as relational offers a way to protect and promote the interests of living donors.

Donors and recipients as distinct patients
Goodin, in his book, Protecting the Vulnerable, starts from the premise that vulnerability is relational, (Goodin, p112).34 Then, Goodin assigns special responsibilities for protecting those who are vulnerable on those with whom the vulnerable are in special relationships. Professionals such as doctors are one example that he examines. (Goodin, pp62–70)34
Consider a patient who develops ESRD. The patient will be educated by his or her healthcare providers about treatment alternatives which include various types of dialysis as well as living and deceased donor transplantation. For most patients with ESRD, transplant offers an improvement in quality and quantity of life. Because there are often long waiting times for deceased donor organs and outcomes are statistically inferior to living donor kidney transplantation,25 the transplant team, focused on the candidate’s medical needs, will encourage patients to find a living donor.
For most patients in ESRD, the first source in which to look for a living donor is within one’s own family. However, asking a family member to serve as a living donor is not a benign request. There are now data to show that donation is not only associated with rare perioperative risks, but also increased risks of suicide, kidney disease and cardiovascular disease.35 40 41 Most donors will be unaware of these risks at the time of the request and may commit to the process before they have adequate information, and yet then feel obligated to continue even if they develop feelings of ambivalence or downright objection to taking the risks being demanded of them.4 28 That is why it is critical for the potential donor to have his or her own healthcare team—a medical team focused on his or her own well-being—who can help him or her decide in favour of donating or, alternatively, against donating if that is what the potential donor decides in his or her own best interest. In other words, it is critical that the potential donor be a patient in his or her own right.
The donor has not always been regarded as a patient. Joseph Murray, the surgeon who performed the first successful living donor transplant between identical twins, recounts a discussion with the first successful living kidney donor:
The donor, a 23-year-old intelligent person, asked a very pointed question: would the doctors at the Peter Bent Brigham Hospital be willing to take care of him medically for the rest of his life if he gave his kidney? We stated that we neither could nor desired to make a guarantee of that sort; we were there to help his brother and if he (the prospective donor) could help his brother, we felt that the chances of success were quite good. [Wolstenholme, pp17–18]42

That is, from Murray’s perspective, the donor was part of the transplant team engaged in helping the patient in ESRD. In fact, at the first international meeting on transplantation and ethics where Murray shared this anecdote, David Daube, a British legal scholar, suggested that a way around the problem that the donor is injured by the elective nephrectomy was to view the living donor transplant process ‘…from the start with the living donor to the finish-which, one hopes, is some relief at least for the recipient-as one composite, curative transaction’ (Wolstenholme, p194),42 that is, he proposed regarding ‘the two operations in the transplanting transaction as a unitary, positive, curative process’ (Wolstenholme, p 208).42 In agreement, the Reverend Canon G.B. Bentley of Windsor Castle England elaborated:
If the two operations were treated as a single action, the danger would be that the human rights of the donor might be overlooked. Unless perhaps he could be regarded as a member of the curative team: he would in a sense be a colleague of the surgeon. [Wolstenholme, p208]42

Likewise, in a book published in 1977 entitled Gift of Life: The Effect of Organ Transplantation on Individual, Family, and Societal Dynamics, Simmons and colleagues described their original study which ‘follow(ed) patients, donors and nondonors up to a year post-transplant’. (Simmons, pxxii)28 They then explain that they continued to follow these participants for another 5 to 9 years, and in their updated book, they describe the socio-psychological effects of kidney transplantation on three sets of stakeholders:
	On the patients themselves (the transplant recipients), in order to determine whether their quality of life is high enough to warrant this expensive therapy.

	On the living relatives who donate a kidney to the patient.

	On the families involved in the decision to donate a kidney. (Simmons, pix)28


In other words, the recipients are described as patients whereas donors are not.
What were the implications of not being perceived as a patient? It meant that there was minimal follow-up of living donors beyond removing the sutures and there was no systematic collection of data to determine if there were unknown long-term risks. In fact, it would not be until the mid-1990s when short-term living donor data were first being uniformly collected and deposited in a national registry for possible retrospective analysis. While a number of consensus statements were written about the ethics and care of the living donor in the early 2000s,2–4 it was only in 2007 that policies were put in place that required separate healthcare teams for donors that included an LDA or LDAT.43 44
We support the practice of treating potential donors as patients from the moment that they begin a dialogue with the transplant centre about possible donation. Given the potential conflicts of interest between the donor’s own well-being with the recipient-candidate and the recipient-candidate’s health team, it is critical that the donor has his or her own healthcare team that is independent of the recipient’s team.45

Special relationships entail special responsibilities
The central argument of Goodin’s book is that ‘we bear special responsibilities for protecting those who are particularly vulnerable to us’ (Goodin, p109).34 He begins with standard cases of family members, friends and professionals. Specifically, for our purposes, Goodin argues that doctors (healthcare providers) ‘have special and especially strong obligations to protect the interests of their clients’. (Goodin, p62)34
In the transplant arena, the LDA or LDAT stands in special relationship with the potential living donor. Their role is to promote the best interest of the donor, to advocate for his or her rights, and to ensure that the donor obtains and understands information about the consent, evaluation, donation and postdonation processes.27 45 The LDAT may include a physician, a social worker and/or other healthcare professionals who are an integral component of the donor’s healthcare team—a team dedicated exclusively to the donor’s well-being and separate from the well-being of the potential recipient, even when the donor and recipient are family members, spouses or close friends.37 45 In the clinical setting, this means that the LDA and other members of the donor’s transplant team not only ensure that the donor is physically, psychologically and emotionally healthy enough to donate, but they also evaluate donor motivation and voluntariness. Using the language of Kipnis and Goodin, this means that the LDA or LDAT is responsible for evaluating all the different types of vulnerability threats that the potential donor may experience and ensure that they are adequately addressed in order to empower the potential donor to give a voluntary and informed consent.
This does not mean that the LDA or LDAT should protect potential donors from all risks. The donor’s transplant team should respect the donor’s right to take healthcare risks if the donor perceives them to be outweighed by the benefits (which may include both self-regarding and other regarding benefits). However, the LDA or LDAT is responsible not only for ensuring that the donor is acting voluntarily with adequate information but also that the donor’s transplant team can morally justify enabling the donation.14 What does this mean in practice? It entails a re-conception of autonomy and consent that empowers potential donors to address their vulnerabilities in a shared decision-making process. Using a relational approach as part of a shared decision-making process, the LDA or LDAT strives to empower the potential living donors to make decisions that reflect their own considered values. By providing information and examining the vulnerabilities that pertain to a particular living donor, the LDA or LDAT and other members of the donor transplant team empower the potential donor to understand the risks and benefits tailored to the particular donor, acknowledge his or her particular vulnerabilities, and help determine whether these vulnerabilities can be adequately addressed or whether they overwhelm the donor’s ability to give a voluntary and informed consent. If any member of the team believes that the donor’s vulnerabilities have not been adequately addressed, it is their responsibility to disqualify the donor or at least to delay proceeding to donation until all the vulnerabilities are adequately addressed. All team members should believe that the potential donor’s decision reflects an authentic, voluntary and informed choice. That is, the transplant team is responsible (1) for promoting a richer conception of autonomy that empowers potential donors to more fully consider whether donation is in his or her best interest; and (2) for protecting individual donors when their decision is too risky, is based on inadequate information or understanding, or is otherwise not morally justifiable.
The responsibility to protect potential living donors holds even when the adult offers what appears to be a voluntary informed consent. What it means to protect a competent adult from himself or herself is not straightforward. Consider, for example, the current controversy about screening potential living donors for high-risk APOL1 variants which is associated with a significantly higher risk of ESRD and found almost exclusively in African Americans.46 While it is known that kidneys from deceased donors with two APOL1 risk alleles do worse than other deceased donor kidney grafts,47 48 it is unknown whether living donor kidney grafts with two APOL1 risk alleles have worse survival than other living donor grafts and whether donation increases the risk of kidney failure in living donors with two APOL1 risk alleles. Given the lack of data and the current disparity of living donation in the African American community,49 the transplant community is divided about universal screening of African American living donors, and, if screened, whether to just inform the donors of their APOL1 status or to exclude those with two high-risk variants50–54 A survey of transplant programmes in 2015 found one-third of respondents would disqualify a 30-year-old potential living donor with two risk alleles although <10% would disqualify a 55-year-old potential living donor with two APOL1 risk alleles, despite the absence of data quantifying the risk to donors of any age.54 We have argued in favour of exploring uncertainty with potential donors, but allowing the donors to decide whether or not to get tested and whether or not to donate if found to have two high-risk alleles.53 That is, a relational approach to decision-making means that the patient shares in the uncertainty about what is and is not known.53 We argue that failing to share the concerns being debated by the transplant community leaves the patient in the dark about the potential risks and fails to respect the patient.53 Protecting donors means sharing provider uncertainty while empowering potential donors to make an informed benefit:risk assessment in light of the uncertainty.
In contrast, there are some cases where the team should take a more directive approach and protect the donor from himself or herself. Recall the situation described above in which Mr Patterson, who previously donated a kidney to his daughter Renada, wanted to donate his second kidney to her when the first one was rejected. Nancy Ascher, the transplant surgeon to whom the request was made, objected: ‘If you choose to walk through fire for your kid, that’s great. But if you choose to take me with you, that’s different’. (Ross, p 201, footnote omitted).11 That is, Ascher took ownership of her responsibility for deciding whether to procure an organ that would leave a donor dialysis-dependent. While a patient can decline to donate an organ or even refuse to accept lifesaving treatment, ‘a competent patient does not have the right to demand a harmful medical intervention, even if her reasons for doing so…(are) admirable’. (Ross, p202).11 The transplant team, as moral agents in a special relationship with the potential living donor, accepted their responsibility to protect the father from his own seemingly autonomous decision because they perceived the outcome as too harmful. The ethics committee at the University of California at San Francisco rejected Mr. Paterson’s request, and, instead, Renada received a living donor transplant from an uncle. (Ross, p203)11

Concluding remarks
Most living donors reflect very positively on their decision to donate and describe great benefit from donating for themselves and their recipients. A framework for evaluating the ethical challenges raised by living donor transplantation must promote a shared decision-making process in which these benefits are balanced against the risks and alternatives akin to the process of shared decision-making in human subjects research.
Research ethics principles are very useful for developing an ethical framework for living donor transplantation. We have shown that an ethical framework for living donor transplantation can be developed by adopting the three principles from the Belmont Report—respect for persons, beneficence and justice—supplemented by two additional principles: vulnerability and responsibility. We believe this framework can be used to explore the ethical challenges raised by current and evolving living donor transplantation practices and policies.
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