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Ethics

Background. To maintain public trust and integrity in organ and tissue donation and transplantation (OTDT), policy-
makers, governments, clinical leaders, and decision-makers must ensure that policies proposed to increase donation and 
transplant activity satisfy baseline ethical principles established by international agreement, declaration, and resolution. This 
article describes the output of the Baseline Ethical Domain group of an international forum designed to guide stakeholders in 
considering these aspects of their system. Methods. This Forum was initiated by Transplant Québec and co-hosted by the 
Canadian Donation and Transplantation Program partnered with multiple national and international donation and transplanta-
tion organizations. The domain working group members included administrative, clinical, and academic experts in deceased 
and living donation ethics and 2 Patient, Family, and Donor partners. Identification of internationally accepted baseline ethi-
cal principles was done after literature reviews performed by working group members, and a framework for consideration 
of existing or novel policies was completed over a series of virtual meetings from March to September 2021. Consensus on 
the framework was achieved by applying the nominal group technique. Recommendations. We used the 30 baseline 
ethical principles described in World Health Organization Guiding Principles, Declaration of Istanbul, and Barcelona Principles 
to generate an ethical framework—presented graphically as a spiral series of considerations—designed to assist decision 
makers in incorporating these ethical principles into practice and policy. We did not seek to determine what is ethical but 
instead described a method of evaluation for policy decisions. Conclusions. The proposed framework could be applied 
to new or existing OTDT policy decisions to facilitate the transformation of widely accepted ethical principles into practical 
evaluations. The framework includes adaptation for local contexts and could be applied broadly internationally.
(Transplantation Direct 2023;9: e1471; doi: 10.1097/TXD.0000000000001471.)
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This includes the 30 ethical statements found in the World 
Health Organization (WHO) Guiding Principles on Human 
Cell, Tissue, and Organ Transplantation from the Sixty-
Third World Health Assembly (2010);1 the Declaration of 
Istanbul on Organ Trafficking and Transplant Tourism (2018 
Edition);2 and the Barcelona Principles: An Agreement on 
the use of human donated tissue for ocular transplantation, 
research, and future technologies (2018).3 See Appendix S1 
(SDC, http://links.lww.com/TXD/A516).

What is less well established is how governments, clinical 
leaders, and decision-makers should use these statements in 
practice to make ethical donation and transplantation policies. 
Decision-making organizations in the field of OTDT need to 
recognize and incorporate global ethical guidance in the same 
way that scientific advances inform worldwide donation and 
transplantation practice. This domain is structured to assist 
those responsible for making and approving ethical policy 
decisions whatever the context of their healthcare system.

This work was performed in the context of the International 
Donation and Transplantation Legislative and Policy Forum 
(the Forum) to create expert consensus guidance for ideal 
OTDT systems. In this domain, after a general description of 
baseline ethical principles, we propose and outline a frame-
work to assist governments, clinical leaders, and decision-
makers in incorporating ethical principles into practice and 
policy.

MATERIALS AND METHODS

The details of the process used to generate these recom-
mendations are included in the accompanying introduc-
tion and methods article (Weiss et al).4 Dr. Gardiner was 
invited by the Forum steering committee to lead this 
domain group, and he subsequently invited participants 
based on their expertise in the field of deceased dona-
tion ethics, with emphasis on geographic and professional 
diversity. Appendix S2 (SDC, http://links.lww.com/TXD/
A516) lists domain participants and their affiliations; all 
working group participants are listed as authors in this 
article, with the exception of C.C. This working group 
included deceased donation medical and administra-
tive leaders in the UK (D.G.), Canada (A.G. and M.W.), 
South Korea (C.A.), and India (S.N.). Other members 
were invited based on their published academic interest in 
deceased donation ethics (A.M., S.N., and C.S.). Patients, 
families, and donor partners were incorporated into all 
aspects of the Forum including 2 in this domain working 
group (C.C. and A.K.).

All participants completed conflict of interest forms, and 
none had conflicts with any for-profit entities. The majority 
of the Forum funding was from the Provincial Government 
of Québec with additional in-kind or cash funding from non-
profit research and professional organizations and Canadian 
Blood Services.

The framework development process involved the appli-
cation of the nominal group technique of consensus build-
ing,5 applied over a period of February to September 2021 
in a series of virtual conferences. During early meetings, 
it was decided that a framework would be more useful to 
the international community than a re-creation of already 
agreed upon principles. Thus, a narrative literature search 
was performed to identify widely accepted international 

resolutions regarding OTDT ethics. This search was aided 
by a common, web-based reference manager file that 
included references from this and related domains. The 
identified baseline ethical principles and background of how 
these principles coincide with the broader field of medical 
ethics were summarized in an introduction to the proposed 
framework. The framework itself was iteratively developed 
over 5 consensus meetings and e-mail exchanges—including 
presentation to the broader Forum group and the scientific 
committee—before being presented at the hybrid in-person 
and virtual Forum held in Montréal, Canada‚ in October 
of 2021. Feedback from that Forum was incorporated into 
this, the final version of the recommendations. Recordings 
of the Forum sessions are available at https://forumtrans-
plantquebec.ca/en/.

Intended Audience and Application
The goal of the Forum and this domain was to create a 

series of recommendations that could help guide worldwide 
OTDT system stakeholders to improve laws and policies 
that govern donation and transplantation. We acknowledge 
the vast diversity of OTDT systems and the jurisdictions in 
which they exist. Multiple factors including the resources of 
the OTDT system, structure of healthcare delivery, overarch-
ing legal frameworks, and cultural and religious values will 
influence an individual system’s capacity and desire to incor-
porate these recommendations. Recognizing that diversity, the 
proposed framework and accompanying background infor-
mation are informed by the expertise of the panelists and the 
available published literature, and we believe it can be used in 
whole or in part to improve global OTDT services.

Recommendations
We propose that the 30 baseline ethical principles, found 

in the WHO Guiding Principles, Declaration of Istanbul, and 
Barcelona Principles, can be distilled and matched to 4 under-
lying themes (see Appendix S1, SDC, http://links.lww.com/
TXD/A516):

	1.	 Self-sufficiency—does the policy promote self-sufficiency?
	2.	 Margin of Appreciation—does the policy fall within an 

acceptable margin of appreciation?
	3.	 Efficacy—will the policy be effective?
	4.	 Protection—what protections are required?

Figure 1 diagrammatically represents these 4 themes in a 
spiral model, with associated questions of application. This 
spiral model is useful for assessing and making ethical pol-
icy decisions in OTDT. One can see in the diagram that the 
themes start broadly; asking overarching questions, but as 
one moves toward policy approval, there is a requirement for 
greater granularity and detail. Adopting this framework will 
support policy development and evaluation, as well as aid pol-
icy prioritization. A worked example is provided in Appendix 
S3 (SDC, http://links.lww.com/TXD/A516).

By encouraging these types of reflections and considera-
tions in the development of OTDT policies, the framework 
can be used to help decision-makers implement policies that 
promote self-sufficiency and efficacy, that are protective of 
autonomy and the vulnerable, and which will accommodate 
reasonable disagreement up to a point, with due attention to 
the weight that should be assigned to potentially conflicting 
principles across cultures and between nations.

http://links.lww.com/TXD/A516
http://links.lww.com/TXD/A516
http://links.lww.com/TXD/A516
http://links.lww.com/TXD/A516
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The framework is useful for any OTDT decision-maker. 
This will include national and regional governments, organi-
zations and regulators, hospital management, patient-centered 
organizations, donation and transplantation teams, and indi-
vidual clinical staff. There is an associated and explicit ethical 
requirement for decision-makers to involve those affected by 
any policy decision.6 This should include respect for cultural 
sensitivity, diversity, and harder-to-engage population groups. 
We suggest this might be achieved by accepting there is a 
duty to consult, encouraging lay and patient representation 
on decision-making bodies, realizing that the more granular 
the decision the higher the need for specific lay and patient 
representation and involvement, and holding decision-makers 
accountable for acting transparently and mitigating against 
any perceived or real conflict of interest.

DISCUSSION

Ethics, or more precisely for this topic, normative ethics, 
concerns doing right and how one ought to act. In the field of 
medicine, normative ethics is often called bioethics. As a disci-
pline of ethics, modern bioethics arose in the 20th Century as 
a response to advances in medicine but also against a backdrop 
of persisting  ethical failings by doctors and healthcare sys-
tems.7-9 Furthermore, and more generally, paternalistic models 
are shifting toward more of a partnership between healthcare 
providers and patients, with an increasing emphasis on shared 
decision-making.

The dominant bioethics teaching since the 1980s has been 
the amalgam of the older, primarily Western ethical models, by 
Beauchamp and Childress, into their 4 Principles of Medical 
Ethics: Respect for Autonomy, Non-Maleficence, Beneficence, 
and Justice. Other perspectives, like feminist ethics, cultural com-
petence, and the ethic of care have found more recent inclusion 
in medical school and post-graduate education. These perspec-
tives, taken collectively, encourage reflection on relevant ethical 
considerations at both the clinical and healthcare system levels.

Medical advances in the 20th Century have made possible 
what our ancestors could only have described as miraculous. 
Human transplantation is an exemplar of the possibilities 
offered by modern medicine. As much as donation and trans-
plantation have pushed the advance of medicine, so too have 
they brought with them their own ethical challenges. Blood 
donation represents the most common human transplantation 
that occurs in the world and has had its share of controversy 
and scandal.10-12 Yet, although extremely challenging at times, 
many countries have established blood donation systems in 
which supply can usually meet demand. In contrast, in human 
organ donation and transplantation‚ demand from organ fail-
ure greatly exceeds supply.13 This not only represents tragic loss 
of life but also adds desperate need into the ethical equation.

The willingness of donors and recipients to give and 
receive organs relies upon widespread public trust in the 
OTDT system. This can only occur if the system is considered 
safe. This safety can be on a technical level, the science of 
transplantation, but safety is also strongly dependent on the 
ethical robustness of the system. Is the organ donation and 
transplantation system respectful, fair, and justifiable? Is it 
perceived to be these things? When it is not, the possibility of 
abuse, discrimination, and ultimately loss of public trust can 
occur. Worldwide reports of ethical failings in OTDT systems 
include the commercialization of transplantation,14,15 exploi-
tation and coercion of donors,16 lack of consent,17 allocation 
scandals,18 and the execution of prisoners for donation.19,20

International efforts to respond to, and ultimately, prevent 
such failings have been attempted by developing baseline ethical 
principles through consensus for OTDT systems. When these 
principles are incorporated into law, regulation, and practice 
they can help maintain and build public trust and confidence.

The WHO first endorsed Guiding Principles on Human 
Organ Transplantation in 1991‚21 and these were most 
recently revised in 2010.1 The Guiding Principles are justi-
fied by the WHO as a way of committing member states to 
the following:

FIGURE 1.  Spiral model for assessing and making ethical policy decisions in organ and tissue donation and transplantation. 
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	1.	Principles of human dignity and solidarity that condemn 
the buying of human body parts for transplantation and the 
exploitation of the poorest and most vulnerable populations 
and the human trafficking that results from such practices,

	2.	Prevention of harm caused by the seeking of financial gain or 
comparable advantage in transactions involving human body 
parts, including organ trafficking and transplant tourism,

	3.	Voluntary, non-remunerated donation of organs, cells, and 
tissues from deceased and living donors to ensure a vital 
community resource,

	4.	International exchange of data to optimize the safety and 
efficacy of transplantation.

To address the urgent and growing problems posed by 
organ trafficking,22 The Transplantation Society and the 
International Society of Nephrology convened a Summit 
Meeting in Istanbul in April 2008, resulting in the publication 
of the Declaration of Istanbul. This subsequently led to the cre-
ation of the Declaration of Istanbul Custodian Group to dis-
seminate the Declaration and to respond to new challenges in 
organ trafficking and transplant tourism.2,23 The 2018 edition 
statements from the Declaration of Istanbul are reproduced in 
Appendix S1 (SDC, http://links.lww.com/TXD/A516).

The Madrid Resolution on Organ Donation and 
Transplantation in 2011 acted as a way to conceptually align 
the WHO Guiding Principles with the Declaration of Istanbul 
by calling for a paradigm shift toward self-sufficiency  in 
which “Every country, in light of its own level of economic 
and health system development, should progress toward the 
global goal of meeting patients’ needs based on the resources 
obtained within the country, for that country’s population, 
and through regulated and ethical regional or international 
cooperation when needed” (page S29).24

Inspired by the Declaration of Istanbul and in accordance 
with the WHO Guiding Principles, the Global Alliance of 
Eye Bank Associations published The Barcelona Principles: 
An Agreement on the use of human donated tissue for ocu-
lar transplantation, research, and future technologies in 2018 
(see Appendix S1, SDC, http://links.lww.com/TXD/A516).3 
Like the Madrid resolution‚ it called for the development of 
self-sufficient services in corneal transplantation and provided 
a global bioethical framework for the eye bank and ophthal-
mic communities.

Together‚ the above international agreements, declara-
tions, and resolutions provide 30 baseline ethical princi-
ples that should govern any country’s or jurisdiction’s 
OTDT system. Such principles have been supported by 
work and similar statements from the World Medical 
Association.25,26 What follows is a discussion of our sug-
gested thematic framework, diagrammatically displayed as 
a spiral (see Figure 1), on how to apply these baseline ethi-
cal principles to policy development, implementation, and 
decision-making.

A Framework for Ethical Policy Decision-making
Self-sufficiency
—Does the Policy Promote Self-sufficiency?

The baseline ethical principle of self-sufficiency is based on 
there being a societal responsibility to prevent and, when nec-
essary, provide and find treatments for organ failure.

Specifically, decision-makers should ask if the policy is 
intended to do the following:

	1.	Reduce organ failure and the need for transplantation or
	2.	 Increase the number and quality of organs that are 

transplanted?

These questions may not necessarily have a binary answer. 
What is important is the intention behind and the general 
plausibility of the proposal. For some jurisdictions, particu-
larly those with limited healthcare resources, efforts at the 
prevention of organ failure may be of a higher priority than 
establishing transplant programs. Yet, even in these nations, 
the needs of those with established organ failure should not be 
ignored and may require the best available medical technol-
ogy, which at the current time means human organ and tissue 
transplantation. Mechanical, gene, and xenotransplantation 
technologies may offer alternative, perhaps superior, treat-
ments for organ failure in the future.

Any system that relies on the importation of organs or tis-
sues for transplant (or a nation’s residents going elsewhere 
for transplantation) risks exacerbating health inequities and 
exploitation of residents from resource-poor areas by those 
with more resources. Until jurisdictions with OTDT systems 
are self-sufficient, trafficking in human organs and trafficking 
in persons for the purpose of organ removal will continue. 
Carefully constructed ethical systems for regional coopera-
tion can support and improve self-sufficiency and should be 
explored wherever possible.

Other benefits of self-sufficient systems are that they 
can more accurately monitor the health and safety of both 
donors and recipients, emphasizing that it is not just the 
quantity of organs but also the quality of organs that must 
be improved (this is discussed further as part of the efficacy 
section). Finally, making self-sufficiency an explicit goal 
could promote a culture of donation that increases rates of 
transplantation.27,28

Margin of Appreciation
—Does the Policy Fall Within an Acceptable Margin 
of Appreciation?

With 30 baseline ethical principles, differences in opinion 
as to their interpretation or how best to implement them 
will occur. These differences will naturally lead to differ-
ent policy decisions between jurisdictions. It is important 
for individual jurisdictions to be respectful of policies that 
are different from their own, while at the same time being 
able to judge, along with the international community, what 
policies and practices are unacceptable. This concept of 
respect and judgment requires one to first identify the “mar-
gin of appreciation” around any policy or practice, a term 
we borrow from European case law.29 In European law, the 
margin of appreciation holds that states are allowed to have 
a measure of diversity in their interpretation and applica-
tion of human rights treaties and responsibilities, to reflect 
the reasonable ethical disagreements that underlie them. In 
the case of states, these disagreements typically center on 
the weight that should be accorded to conflicting princi-
ples, in which each principle reflects important values in a 
jurisdiction.

We can take this concept of the margin of appreciation and 
apply it to the ethically controversial questions arising out of 
the development and implementation of OTDT policy in dif-
ferent jurisdictions. We adopt the concept from its legal home 
as applied to sovereign states and extend it to the type of 
reasonable disagreement that can occur within and between 

http://links.lww.com/TXD/A516
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different jurisdictions about particular measures that may 
improve OTDT outcomes.

The central function of the margin of appreciation in our 
framework is to provide a way to acknowledge that differ-
ent weights to conflicting principles may reasonably be allo-
cated by reasonable decision-makers; also, it is a way of 
acknowledging that the balance between conflicting principles 
may reasonably differ across different jurisdictions or even 
within them. Our use of the term “margin of appreciation” 
is intended to reflect the reality of reasonable disagreement 
about some measures and, in particular, to emphasize that this 
disagreement is indeed reasonable.

To decide that a policy is acceptable within a margin of 
appreciation, we suggest asking 2 questions:

	1.	Would this policy be accepted by all reasonable decision-
makers with the appropriate expertise and background 
knowledge to decide if the policy should be accepted?

	2.	 If the answer to the first question is No, we then ask, “Is 
this a policy about which reasonable decision-makers can 
reasonably disagree?”

The first of the 2 questions identifies proposals that rea-
sonable people would agree to. The second question identifies 
proposals about which there can be reasonable disagreement. 
The concept of the “reasonable” decision-maker is similarly 
used in law as the “Reasonable Person Standard,” which asks 
what an imaginary character—the reasonable person—would 
do in similar circumstances.30

For the purpose of our margin of appreciation theme and 
the 2 associated questions of application, it is usually clear 
when policies are universally acceptable and reasonable people 
will have little debate (eg, transplant surgeons should be com-
petent to perform the surgery). Similarly, some practices and 
policies are ones that reasonable people find universally unac-
ceptable (eg, taking organs against the wishes of the donor) 
and therefore fall outside a margin of appreciation. Whereas 
for many policies, reasonable people can and will debate.

An illustration of reasonable disagreement is opt-out 
consent for deceased organ donation, which some coun-
tries have introduced. The WHO Guiding Principle 1 says 
that organs may be removed from the bodies of deceased 
persons for the purpose of transplantation if (a) any con-
sent required by law is obtained, and (b) there is no rea-
son to believe that the deceased person objected to such 
removal. Internationally‚ there is no agreed, single correct 
way of implementing this baseline ethical principle, and 
there is disagreement about the optimal way of implement-
ing it. The first of our 2 framework application questions 
asks whether the policy of opt-out would be accepted by all 
reasonable decision-makers with the appropriate expertise 
and background knowledge. The answer is clearly No, we 
know reasonable decision-makers disagree about the mer-
its of introducing opt-out.31 The second question then asks 
whether the disagreement is reasonable or whether one side 
of the argument is simply wrong. Most reasonable decision-
makers would conclude that on the topic of opt-out, reason-
able people can reasonably disagree. Having accepted the 
reasonableness of disagreement, this should lead those who 
disagree to be respectful of each other’s position or imple-
mentation of any policy.

Another way of understanding the margin of apprecia-
tion is as a gray zone extending around any baseline ethical 

principle. Within the gray zone, the size of which will vary 
depending on the principle, the policy should be regarded 
as ethically acceptable (in  which reasonable people will 
reasonably disagree), whereas outside the gray zone  and 
the baseline ethical principle, it would be concluded to be 
unethical. This is diagrammatically illustrated in Figure 2A, 
and an example of the baseline ethical principle that “organ 
donation should be a financially neutral act” (Statement 
3—Declaration of Istanbul, Appendix S1, SDC, http://links.
lww.com/TXD/A516) is provided in Figure 2B. By invoking 
the concept of a margin of appreciation, we better identify 
the limits of ethical acceptability around a given baseline 
ethical principle; we promote cultural humility; and we 
encourage jurisdictions to try, research, and evaluate differ-
ing policies.

Although the above comments could imply that the margin 
of appreciation is applicable only between jurisdictions, this 
is not the case. It also serves an important function within 
a jurisdiction by highlighting, and asking decision-makers 
to directly consider and respect, reasonable disagreement by 
those patients, communities, and groups most impacted by a 
proposal. This should prompt careful reflection and accom-
modation within the theme of protection (outlined below). By 
way of example, because of the concerns of some community 
groups when England introduced opt-out, a change to the 
National Health Service Organ Donor Register was made to 
allow individuals to make a faith and beliefs declaration if this 
is important to them.32

Efficacy
—Will the Policy be Effective?

It is incumbent on decision-makers to choose and sup-
port effective donation and transplantation practices and 
policies. To ask if a policy will be effective is to examine 
policy proposals in detail and decide if the suggested benefit 
warrants further exploration, including which policies may 
work best within their own context. This theme encour-
ages decision-makers to consider the benefits and burdens 
of any given policy proposal, allowing competing proposals 
or differing formulations to be compared and prioritized.

WHO Guiding Principle 10 calls for “high-quality, safe 
and efficacious procedures… for donors and recipients 
alike” (see Appendix S1, SDC, http://links.lww.com/TXD/
A516). “Efficacious” in this context refers to the likelihood of 
achieving the desired result. Some policies, even though they 
are intended to promote self-sufficiency and fall within an 
acceptable margin of appreciation, will fail on more detailed 
examination, and should accordingly not be implemented. 
This failure may be due to insufficient evidence of benefit (sci-
entific), burdens and safety concerns (risks too high), prag-
matism (financial and training), or, when compared to other 
policy proposals, may be of lower priority.

We suggest that, when assessing efficacy, decision-makers 
should ask the following questions:

	1.	What is the evidence base for benefit(s) from the policy?
	2.	 What burdens or safety concerns does the policy have, and 

to whom?
	3.	 How does this policy proposal compare?
	4.	 What further areas of research and evaluation are required?

The evidence base for benefit(s) from specific donation 
and transplantation policies and interventions is essential 

http://links.lww.com/TXD/A516
http://links.lww.com/TXD/A516
http://links.lww.com/TXD/A516
http://links.lww.com/TXD/A516
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in judging efficacy. The greater the evidence for benefit, the 
greater the imperative to implement. For example, post-trans-
plant  the evidence for benefit from immunosuppression is 
overwhelming and patients who have received an organ 

transplant require it. However, there are many types of immu-
nosuppressive agents, each with a different evidence base for 
benefit and safety profile. Some of the burdens may not accrue 
to the patient but to the health system—for example, financial 

FIGURE 2.  (A) Margin of Appreciation – a theoretical model. A gray zone can be pictured extending around any baseline ethical principle (green 
zone). Within the gray zone, the size of which will vary depending on the principle, the policy should be regarded as ethically acceptable. Whereas 
in the red zone, it would be concluded to be unethical. (B) For illustrative purposes only, an example of how the Margin of Appreciation model 
might be used when considering the baseline ethical principle, “Organ donation should be a financially neutral act.” 
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burdens. A comparable agent, although perhaps not as ben-
eficial or with some increased burdens, but costs much less, 
may become the agent of choice for immunosuppression in a 
jurisdiction.

The example above explored a scientific and, to some 
extent, financial question—which immunosuppressive agent 
is best (recognizing that “best” can be interpreted in differ-
ent ways) after an organ transplant? Many policy decisions 
also raise cultural questions. For example, should opt-out be 
introduced into a jurisdiction? The intention of opt-out is to 
promote self-sufficiency; many nations already have opt-out 
and it falls within an acceptable margin of appreciation test. 
Is opt-out effective? Here‚ one finds that the literature base 
is divided as to the benefit of opt-out.33-35 So, what burdens 
or safety concerns could there be in introducing opt-out, and 
how does this relate to the cultural context within which 
this policy may be introduced? Is this something that will be 
seen as acceptable or appropriate? A cultural perspective is 
an essential part of determining what consent models might 
work best in a country. For further details regarding consid-
erations when implementing a consent model, refer to domain 
4 of the Forum, Consent Model and Emerging Legal Issues.

On this basis, what is effective in one jurisdiction may be 
ineffective, or even detrimental, in another.36 Similarly, a judg-
ment may be made that other ways of increasing consent for 
organ and tissue donation (eg, marketing and promotion, 
stronger first-person consent, and  reciprocity) may be more 
effective in a given jurisdiction and be prioritized over an opt-
out policy.37,38

As can be seen, the starting point for judging efficacy is 
the evidence base for benefit. In many areas of donation and 
transplantation, the evidence base is poor, not because the pro-
posal is poor but because the evidence has not been gathered. 
Research and evaluation of any new policy is the only way the 
donation and transplantation community can learn and assess 
the efficacy of these policies. For this reason, research must be 
given priority within any OTDT system, and programs should 
participate in national and international transplant registries, 
making their data freely available. For further details on the 
role of research and data management in OTDT systems, refer 
to the Research & Innovation domain (Escoto et al).39

Protection 
—What Protections are Required?

Any ethical donation and transplantation policy must 
ensure that relevant protections have been identified and 
implemented. This is important in and of itself as part of dem-
onstrating and instantiating the baseline ethical principles, but 
it also helps to foster and maintain public trust.

In an OTDT system, which relies upon the willingness of 
donors and recipients to give and receive organs, the anony-
mous quote that “Trust takes years to build, seconds to break, 
and forever to repair,” should be, even if metaphorically, writ-
ten upon the door of every decision-maker’s office. Trust is a 
function of how safe people feel, exposing that being safe is 
not enough. Individuals must feel safe, free from harm, manip-
ulation, abuse, and discrimination. OTDT activity includes 
multiple risk factors for potential abuse. It involves high-risk, 
and technical medical procedures, patients who are often des-
perately sick and dying, a need for lifesaving organs when 
demand far outstrips supply, and conflicting ethical argument 
and discourse (eg, precisely determining the moment of death). 

In these circumstances, maintaining and building trust and 
avoiding abuse of power is a constant challenge.

The theme of protection comes as the final step in the 
framework, and it involves the most detailed and granular 
questions. The overarching question in the theme is, “What 
protections are required?”

This is entirely predicated on the expectation that pro-
tections will be required. The role of decision-makers is to 
identify, communicate and implement necessary protections 
before approving any policy or practice.

Finding a balance between exigencies within the protective 
theme may be helped by breaking the question down into a 
series of sub-questions. Each sub-question requires an explicit 
response from decision-makers, even if, for a given policy or 
practice, the answer may be none.

Decision-makers must address what protections they  are 
required to ensure:

	1.	Respect for people? (eg, the patient is the first concern and 
vulnerable populations)

	2.	 Respect for autonomy? (eg, donor and recipient choice)
	3.	 Fairness, equity, and justice? (eg, allocation  and 

prioritization)
	4.	 Privacy and transparency? (eg, confidentiality, data, 

and policies)
	5.	 Professional probity? (eg, behavior  and institutional 

trustworthiness)

Respect for People?
Respect for people is an intentionally broad concept in eth-

ics. It is based on recognizing the inherent worth and value 
of human beings. As such, people should be treated in ways 
that reflect this value. Although there is a great demand for 
organs and tissues to be donated to meet patient needs, this 
does not mean that donation and transplantation systems can 
or should do whatever is conceivable to meet these needs.

An example of protection is the dead donor rule, a founda-
tional ethical statement in deceased donation practice.40 One 
of the earliest historical formulations that helped lead to the 
dead donor rule was given in 1968 by the Judicial Council of 
the American Medical Association. They included the state-
ment, “In making this determination, the ethical physician 
will use all available, currently accepted scientific tests.”41 
This endures in the Uniform Determination of Death Act as, 
“A determination of death must be made in accordance with 
accepted medical standards.”42 The Judicial Council recog-
nized that dying patients are a vulnerable group, and as such, 
they need the protection given by the requirement that the 
standard of medical care they receive, in this case, a deter-
mination of death, must not be compromised, even if dona-
tion of their organs may save another life. Decision-makers 
today must continue to identify vulnerable groups who might 
be affected by a policy or practice and implement actions to 
protect them.

A second aspect of respect for people was highlighted in the 
margin of appreciation theme. This theme asks decision-mak-
ers to directly consider and respect the reasonable views of 
others, as embodied by the concept of reasonable disagreement 
among those patients, communities, and groups impacted by 
policy and practice decisions. When possible, ways to accom-
modate differing societal views should be implemented. Even 
when accommodation is not possible, respect for people 
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encourages decision-makers and the donation and transplan-
tation system to respect alternative opinions.

Based on respect for people, any donation and transplanta-
tion legislation, policy, or proposed change to processes, needs 
to assess carefully whether respect for people is assured.

Respect for Autonomy?
One of the ways in which respect for people is frequently dem-

onstrated in practice is through respect for autonomy. Autonomy 
means self-governance, ie, the ability to think about and make 
one’s own decisions. Respecting these decisions entails showing 
due deference to what a person has decided as well as ensuring 
decisions are freely made and with the provision of appropriate 
and relevant information. In the healthcare context, this is often 
referred to as respect for informed choice or consent.

Respect for autonomy will be applicable in different ways 
depending on the policy or practice concerned. Decision-
makers must answer the question: what steps are required in 
any policy and practice to maximize respect for autonomy? 
There are also situations that highlight an ethical tension 
between respect for people and respect for autonomy. An 
example would be a desire to donate one’s heart while alive, 
resulting in the death of the donor. Even if such a donation 
could satisfy respect for autonomy, it will not satisfy respect 
for people as outlined above. It can be helpful to recognize 
that although donation law, consent, and desire to donate per-
mit donation, it should never mandate that it go ahead.

Equity, Fairness, and Justice?
Although noble in ambition, fairness and justice are often 

aspirational, whereas their achievement is debatable, non-uni-
versal, and transient. The principles of fairness and justice come 
into focus when it is not possible to benefit all patients equally, 
and difficult choices must be made. We believe John Rawls’s 
“difference principle” can be helpful in this setting.43 Rawls’s 
principle, which was created to form part of the political basis 
for a fair society, holds that any inequalities resulting from the 
distribution of resources must be “reasonably expected to be 
to everyone’s advantage.” In making allocation decisions, this 
requires us to “try to maximize the interests of the worst off.”

In practical terms, decision-makers should focus on making 
pragmatic steps toward equity. This can be achieved by first 
identifying who is the worst-off in the donation and trans-
plantation system and then taking the necessary actions to 
improve their situation and opportunity.

An example policy would be the change to the UK Kidney 
Offering Scheme that made it easier for those who find it 
hard to get a match, such as patients from a minority ethnic 
background or those who have been waiting for several years. 
Under the new allocation rules, these patients are given a 
higher priority level. Of all deceased donor kidney transplants 
performed between September 2019 and February 2020, 40% 
were in minority patients compared with 33% in the same 
period the previous year.44 However, policies that explicitly 
include race may have undesirable and unexpected effects. 
Equations to estimate kidney function that use race as a varia-
ble have been shown to systematically under-recognize kidney 
disease in some racial groups, thus decreasing their chances of 
receiving preventative therapy or transplantation.45,46 As we 
move to more complex algorithms and artificial intelligence 
to guide clinical processes, decision-makers must remain alert 
to the risk of unknowingly furthering inequity.

For many places in the world, equity simply means access 
to a transplant opportunity or the availability of affordable 
immunosuppression. Although the politics of fair and just 
distribution of the world’s resources are beyond the scope of 
this domain, there is at the very least a responsibility among 
those who lead donation and transplantation systems to share 
knowledge and expertise, with the goal of improving and 
promoting equitable donation and transplantation practice 
worldwide.

There is also an inherent tension between the desire to 
achieve equity, fairness, and justice, and the theme of efficacy 
and its emphasis on safety, quality, and cost-benefit. The role 
of the decision-maker‚ is therefore‚ to explicitly acknowl-
edge these competing goals and to implement reasonable 
protections.

Privacy and Transparency?
There are several tensions decision-makers need to navigate 

when ensuring privacy and transparency. Increasingly there is 
recognition that individuals have privacy rights to data pro-
tection.47 Yet‚ there is another responsibility to be transparent 
and open to public scrutiny.

Specifically, within the 30 baseline ethical principles there 
are the following:

WHO Guiding Principle 12.1

“The organization and execution of donation and trans-
plantation activities, as well as their clinical results, must be 
transparent and open to scrutiny, while ensuring that the 
personal anonymity and privacy of donors and recipients are 
always protected.”

Declaration of Istanbul Statement 6.2

“Designated authorities in each jurisdiction should oversee 
and be accountable for organ donation, allocation and trans-
plantation practices to ensure standardization, traceability, 
transparency, quality, safety, fairness, and public trust.”

There is tension at a patient level in donation and trans-
plantation owing to the complexity and the nature of organs 
being gifted. For example, given the practice of anonymity 
(donor and recipient to remain anonymous to each other), the 
tension is to decide what information can or should be shared 
about a donor with a recipient (and vice-versa). This can 
become even more complicated when one considers respect 
for autonomy (eg, what if donor and recipient want to meet?) 
and margin of appreciation—in which some have advocated 
that the balance should move toward less privacy (secrecy) 
and more transparency (sharing of more information).48 An 
even further complexity is that a single doctor–patient rela-
tionship does not exist, with clinical decision-making being 
instead part of a Multi-Disciplinary Team often operating 
across the boundaries of health jurisdictions.

From the above discussion, we would encourage decision-
makers to consider how they can accomplish the following:

	1.	 Foster lay and patient representation in decision-making 
bodies.

	2.	 Ensure allocation policies are visible and the information 
accessible.

	3.	 Meet the desires of both donors and recipients for data 
sharing, which simultaneously has due regard to the confi-
dentiality and autonomy of both parties.

	4.	 Commit to making personal health-related data accessible 
to the individual it concerns (because this supports both 
informed decision-making and trust).
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Professional Probity?
Donors, their families, and transplant recipients can be 

considered vulnerable populations. Structures and processes 
must therefore ensure institutional and professional trustwor-
thiness and integrity. These characteristics define professional 
and institutional probity.

Given past and current abuses, scandals, and unethical 
transplants in the world‚14-20 it is no wonder that within the 
30 baseline ethical principles, there are multiple warnings 
against the risk of improbity. The temptation for healthcare 
professionals to engage in unethical practice can arise from 
several motivations. Some are blatant malfeasance—such as 
a desire for financial gain—but others, perhaps more insidi-
ously, could include a misguided focus on one patient at the 
expense of another. Whatever the motivation, individuals and, 
more importantly, institutions must constantly monitor clini-
cal activity to assess for possible improper practices whatever 
the motivation.

Professional probity cannot and should not be simplified to 
concerns around conflicts of interest and their mitigation via 
transparent disclosure.49,50 A 2015 Canadian publication drew 
an important distinction between disclosure and institutional 
trustworthiness in managing conflicts of interest.51 Automatic 
and insensitively timed disclosure of roles or interests may be 
potentially harmful to a family or patient, especially when the 
motivation to disclose is professional protection rather than 
information sharing of relevance to a healthcare decision.52 
Putting the onus on the receiver to weigh the relevance of 
any disclosure of a potential conflict of interest can be unfair, 
uninterpretable, and irresponsible. What was highlighted in 
the Canadian Guidance was that institutional trustworthi-
ness, created by appropriate and clear role boundaries and 
policies of behaviour, was the essential patient protection for 
inevitable conflicts of interest, not disclosure.51 This does not 
mean that disclosure is unimportant. It is‚ but transparency in 
such circumstances is a means to trustworthiness; it does not, 
in and of itself, mean integrity. For this protection, we encour-
age policy-makers to assess proposals and their implications 
for practice from the perspective of what will contribute to 
building, maintaining, or enhancing professional probity and‚ 
thereby‚ trust in the OTDT system.

CONCLUSION

The aim of this domain was to propose a framework of 
how to make an ethical policy decision that would be practi-
cal and useful for policymakers, governments, clinical leaders, 
and decision-makers. We did not seek to determine what is 
ethical but instead align the framework—and policy decisions 
that could be made under it—with the 30 baseline ethical prin-
ciples established by international standards for OTDT found 
in the WHO Guiding Principles, Declaration of Istanbul, and 
Barcelona Principles.

By encouraging these reflections and considerations in the 
development of OTDT, the framework can be used to imple-
ment policies and practice that promote self-sufficiency and 
efficacy, are protective of autonomy and the vulnerable, and 
accommodate reasonable disagreement, with due attention to 
the weight assigned to potentially conflicting principles across 
cultures and between nations.

It is our enduring hope that decision-makers will prove to 
be wise, humble, and respectful, that the care of patients and 

their families is always the priority, and that donation and 
transplantation remain worthy of public trust.
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