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The absence of ethical guidance for research that involves actual and prospective deceased donors of organs, cells or tissues for transplantation presents challenges for researchers, donation agencies, and participants in such research. To address this, the European Society for Organ Transplantation (ESOT), together with the International Society for Organ Donation Professionals (ISODP) and The Transplantation Society (TTS), convened an interdisciplinary, multinational team to develop the first international guidelines for ethical practice in research involving deceased donation and transplantation activities (INTEGRITY). The guidelines were developed over twelve months via an international, iterative consultative process. The resultant principles are presented in this article.
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INTRODUCTION
The donation of human organs, cells, and tissues after death for use in therapeutic transplantation often presents ethical complexities due to the intersection of end-of-life care with opportunities for donation. Foremost among these are concerns for the validity of decision-making about donation and respect for the wishes of the prospective donor, for the wellbeing of donors prior to death, and for the wellbeing of their families throughout the end-of-life period [1]. The allocation of donated organs and tissues for use in transplantation further entails concern for equity of access to these scarce resources [2], and ethical challenges can also arise in decision-making by organ transplant candidates about acceptance of offered organs from deceased donors [3].
These ethical challenges are increasingly complicated by the addition of research considerations, as efforts to optimise the recovery and utilisation of organs and tissues in transplantation require trials of new interventions involving deceased donors or donated organs and tissues [4]. There is also growing recognition that individuals in whom donation for transplantation after death is considered represent a valuable potential source of organs, cells and tissues that may be used in various research activities beyond the field of transplantation [5]. Relevant research activities range from pre- or post-mortem donor or donor-organ intervention studies aimed at improving utilisation of organs for transplantation, to use of donor tissue samples in basic sciences research, investigation of family experiences of and decision-making about deceased donation, studies evaluating the properties or outcomes of tissue grafts, and many more [6–13].
Ethical guidance for deceased donation for the purpose of transplantation is well-established at the international level [14], as is ethical guidance for research that involves living persons [15]. However, there is little guidance available to support the ethical design and conduct of research that involves people for whom donation for transplantation is considered during the end-of-life period (henceforth ‘donors’) or recipients of transplants obtained from deceased donors (henceforth ‘recipients’). In the context of deceased donation, the end-of-life period typically extends from the time when death is first anticipated, throughout the dying process and beyond the determination of death. This period may encompass both pre- and also post-mortem interventions in the body of the donor. Following the end-of-life period, materials donated by a deceased donor or data relating to a donor may be used in research even several years later, for example when studying the long-term outcomes of deceased donor transplantation. Ethical guidance for biobanks may address post-mortem use of materials and data but is typically designed to support research use of materials donated by living persons or obtained after death in accordance with an advance directive [8, 9].
Consequently prospective researchers, transplant clinicians, and professionals involved in deceased donation for transplantation (henceforth ‘donation professionals’) face considerable difficulties when developing, evaluating or implementing studies that intersect in various ways with deceased donation for transplantation [16–21]. Some guidance has addressed specific types of research involving deceased donors, such as research involving the recently deceased and donor-intervention studies [20, 22], or regulatory frameworks in specific jurisdictions [23]. However, no comprehensive guidance has been developed that considers the full range of ethical considerations pertinent to the diverse research activities that may indirectly or directly involve donors [16]. Consequently, uncertainty regarding ethical standards and governance processes presents risks of harm for those involved in or impacted by research activities and may also impede or prevent valuable research.
To address this problem, the European Society for Organ Transplantation (ESOT), together with the International Society for Organ Donation Professionals (ISODP) and The Transplantation Society (TTS), convened an interdisciplinary, multinational team to develop the first international guidelines for ethical practice in research involving deceased donation and transplantation activities (INTEGRITY). In this paper, we report on the INTEGRITY Project, outlining the development process, briefly discussing the significance of the eight core ethical principles which underpin the full guidelines, and presenting the complete set of principles. The complete guidelines are accessible here [https://esot.org/the-integrity-project/] in several languages.
DEVELOPMENT OF THE GUIDELINES
The guidelines were developed over 12 months via an international, iterative consultative process (see Figure 1). This approach was designed to explore potential ethical considerations from a wide range of perspectives and experiences, as these considerations may be significantly impacted by sociocultural, economic and health system factors in the local context in which research takes place. The development process can be understood in four main phases: initial scoping, iterative drafting with expert input, public consultation, and final validation.
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Building on the work of a ‘think tank’ group assembled by ESOT as part of the 2021 Milan Congress [16], an initial set of ethical concerns and questions of specific relevance to various types of research involving deceased donation was developed via review of the literature and targeted consultation with members of the ‘core’ 13 member INTEGRITY Project Team. This international group comprised individuals with diverse experience and expertise in health law and ethics, research and clinical practice involving deceased donation and transplantation, and lived experience of transplantation. The resultant list was further expanded and refined in consultation with the larger 27 member ‘collaborator’ team representing a wider range of expertise from around the world, and with stakeholders who participated in a hybrid workshop held in Melbourne, Australia in May 2025.
Iterative drafting
An initial draft of the guidelines was prepared by members of the core team and revised in response to feedback from collaborators received during a hybrid workshop held during the ESOT Congress in London, United Kingdom in June 2025, and via email circulation.
Public consultation
A further draft was developed, which was made available for public consultation between 2nd October and 7th November 2025, via an anonymous online survey hosted on the Research Electronic Data Capture software platform [24]. Participation was possible in English, Arabic, Chinese, French, Italian, Japanese, Portuguese and Spanish. The text of the guidelines and the survey was initially translated using Claude (https://claude.ai), with all translations subsequently reviewed and validated by native speakers with professional experience in transplantation or ethics. In addition to some basic demographic questions, the feedback questionnaire requested levels of agreement with the proposed principles of the draft guidelines using a five-point Likert scale and respondents had the option of providing comments to clarify their views or propose additions or revisions.
Any person aged 18 years or older was eligible to participate in the consultation. Participation was encouraged via social media posts on LinkedIn and X and email communications to the members of ESOT, ISODP, and TTS, and by email dissemination among collaborator networks. National and regional professional societies for transplantation and donation, as well as research ethics organizations and representatives of stakeholders such as the World Health Organization (WHO) and the World Medical Association were also contacted via email to invite their participation.
Final validation
The results of the consultation survey were used to guide further revisions to the draft guidelines by the core project team, which were again reviewed and further revised in response to feedback from the collaborator team. A final workshop was held in Kyoto, Japan during the ISODP Congress in December 2025 at which further feedback was received. The final version was reviewed and endorsed by the ESOT, ISODP, and TTS Councils in April 2026.
RESULTS OF THE PUBLIC CONSULTATION
271 complete responses were submitted during the official consultation period, by respondents from 48 countries. Respondents represented a broad range of countries and professional backgrounds, reflecting the diversity of perspectives included in the consultation process. A majority were female (53%; male 44%; 3% non-binary or undisclosed) and identified as health professionals (54%; 13% were non-clinical organ, cell or tissue banking professionals; 10% ethicists, legal scholars, or members of ethics committees; 6% researchers; 4% donor family members or transplant recipients; 11% other including members of the public). No proposed draft principle received less than 75% agreement (including agree and strongly agree responses), and 74% of the statements including the proposed core principles, received at least 90% agreement.
THE INTEGRITY GUIDELINES
The Guidelines comprise a preamble that defines their scope, a set of eight core ethical principles under which several subprinciples are outlined that provide further specification, and a glossary that defines key terms used in the guidelines.
Purpose and scope
The guidelines are intended to assist researchers, transplantation and donation professionals, prospective research participants, donation decision-makers (including surrogates making a decision on behalf of a possible donor), and ethics governance bodies in designing, evaluating and conducting research that involves deceased donors or use of organs, cells, or tissues from deceased donors. The guidelines apply to research involving adults and children, including persons who lack decision-making capacity. They are applicable to a range of research activities including studies that involve:
	Interventions in the body of the deceased donor.
	Collection and/or use of personal information from or about the deceased donor.
	Removal, interventions in, and/or use of organs, cells, or tissues donated after death—including prior to transplantation, use of stored materials, and studies of transplant recipients.
	Collection and use of information from donor families, recipients of transplants from deceased donors, or healthcare professionals about their lived experiences of deceased donation.
	Secondary use of information about deceased donors or donated materials originally collected for clinical or quality assurance purposes.

Use and limitations of the guidelines
All human research activities require ethical governance, including those that intersect with deceased donation for transplantation. As noted in Principle 1.6, “All research involving deceased donors should be subject to scientific and ethical review and oversight at an appropriate level.” The ethical oversight of deceased donation and transplantation provides a reassuring framework for the protection of donors and transplant recipients. However, research activities require specific consideration of ethical elements that are not within the scope of clinical practice in donation and transplantation. On the other hand, many of the ethical complexities of research that intersects with deceased donation may be unfamiliar to individuals or groups responsible for the ethical oversight of human research.
The INTEGRITY Guidelines are intended to help bridge the gap between donation and transplantation ethics, and routine human research ethics, by highlighting key ethical considerations and establishing normative standards for research involving donors.
The Guidelines comprise principles that are designed to be adapted for application in local jurisdictions, ensuring alignment with relevant national laws and existing ethical oversight. They are not intended to replace existing guidance, but rather to address gaps in guidance and reinforce the relevance of existing guidance. The principles highlight ethical considerations of particular relevance to research that intersects with routine practices relating to deceased donation for transplantation and should therefore be used in conjunction with routine ethical guidance for the conduct of human research in general and for deceased donation and transplantation of human organs, cells, and tissues. The guidelines do not provide practical advice on the implementation of principles. Further publications by the INTEGRITY Project team are planned that will provide explanatory content to assist in the interpretation and application of specific principles in particular research contexts.
While efforts were made to engage members of the public–as future possible donors- and donor family members and transplant recipients in the development of the Guidelines, these key stakeholders comprised a disproportionately small number of participants in the consultation and had limited involvement in the drafting process. Future revisions to the Guidelines should ideally be informed by a wider range of stakeholder perspectives from around the world.
The core principles
In this section, we briefly discuss the significance of the eight core principles that provide the normative foundation for the INTEGRITY Guidelines and present their subsidiary principles in tabular format.
All research activities involving deceased donors should be consistent with respect for the dignity of human beings and their bodies
Principle 1 (see Table 1) draws attention to the specific ethical considerations of research involving deceased donors or deceased donation. Just as the WHO has designated human organs, cells, and tissues for transplantation “health products of an exceptional nature” [14], such research should be considered ethically exceptional. Many activities within scope of the guidelines may not directly involve a living person as a subject of ethical concern, for example when stored tissue specimens are used in biomedical research. In other research, a living person such as the recipient of a deceased donor transplant may be the focus of ethical concern, and consideration of the donor may be easily forgotten. The moral status and inherent ethical value of a living person are typically regarded as substantially greater than those of a deceased individual. Nevertheless, for many people, the treatment of the dead—including the body and its parts—retains important ethical significance.
TABLE 1 | Principle 1.	Principle 1
1. All research activities involving deceased donors should be consistent with respect for the dignity of human beings and their bodies.
1.1 The involvement of deceased donors in research should be celebrated and acknowledged as a valuable gift and contribution to society comparable in significance to donation for transplantation.
1.2 Designated custodians of a deceased donor’s body, organs, cells or tissues should take responsibility for the respectful care of these materials throughout all research activities until they are transplanted into living persons, returned to donor families, stored, or appropriately disposed of.
1.2.1 Where feasible, the ultimate disposal of human remains should be in accordance with the known or expected wishes of the deceased and/or their family.
1.2.2 Where relevant, those making a decision about deceased donation of organs, cells or tissues in the context of research should receive information about the likely duration of storage of donated organs, cells or tissues, and about arrangements for the disposal of remains (see Principle 7).
1.3 Research activities should respect the cultural, religious, and spiritual needs of people and their families, facilitating where possible preferred practices relating to end-of-life care, the process of death, decision-making, and treatment of the human body before and after death.
1.4 When research activities involve interventions in the body of a deceased donor, care for the body of the deceased should be consistent with the respectful treatment of a deceased donor for transplantation.
1.5 If the body of a deceased donor is physiologically maintained or perfused by machines, e.g., mechanical ventilators or extracorporeal membrane oxygenation (ECMO) devices, for the purpose of research after death:
1.5.1 The family of the deceased should receive support consistent with that provided to the families of deceased donors for transplantation during the period leading to organ and tissue removal.
1.5.2 The family of the deceased should be permitted, where feasible, to attend the deceased.
1.5.3 The duration of time during which the deceased body is physiologically maintained or perfused should be strictly limited to the period necessary to achieve the relevant research aims, with careful consideration of the potential burdens of prolonged protocols on grieving families.
1.6 All research involving deceased donors should be subject to scientific and ethical review and oversight at an appropriate level.
1.6.1 Authorities with responsibility for overseeing human research, deceased donation, and transplantation activities in each jurisdiction should establish clear guidance and mechanisms to ensure that research involving deceased donors is reviewed appropriately by competent boards or committees, and that the principles outlined in these guidelines are upheld in the local context.
1.6.2 The level of oversight and review required may differ according to the nature of the research, the populations that may be impacted by the research, and/or the potential burdens or risk of harm associated with research activities.
1.6.3 Where unclaimed bodies or organs, cells, or tissues removed from unclaimed bodies after death may legally be used in research, there should be a specific process for ethical oversight of such use to avoid the exploitation of vulnerable individuals and communities.
1.7 When proposed research activities involving deceased donors are not addressed by current legal or ethical frameworks, such frameworks should, where possible, be revised to provide governance of these activities.
1.7.1 Where revision of existing frameworks has not yet occurred, exceptional arrangements for ethical review and oversight of proposed research activities may be implemented, provided that the proposed research adheres to these guidelines and complies with relevant laws and ethical standards governing deceased donation in the relevant jurisdiction.
1.8 Consistent with routine ethical safeguards for human research, when research involves deceased donors:
1.8.1 The scientific merit of proposed research should be evaluated to avoid unnecessary or futile research activities involving deceased donors.
1.8.2 A clear and independent mechanism(s) should be established to communicate with stakeholders, facilitate management of inquiries, and handle complaints or concerns about proposed or actual research activities.


This first principle accordingly establishes a requirement to consider the ethical dimensions of research involving donors regardless of whether the donor is imminently dying, recently deceased, or long dead, while allowing that particular ethical considerations may be more or less relevant depending on the time that has elapsed since death and the nature of research activities. The principle is important because most ethical guidance for research frames ethical considerations solely with a focus on how research may affect the living; in the United States of America, regulation of human research ethics notably excludes the dead [23]. Philosophers and others disagree on whether deceased individuals should be considered to have interests, and the extent to which living persons owe respect for such posthumous interests [25]. There is similar disagreement regarding the ethical obligations living persons may have to respect the known or estimated wishes of the dead regarding the treatment of their bodies, personal information, and material property. While laws sometimes provide a legal framework to govern the disposal of property, bodies, and even privacy of personal health data after a person’s death, there are often gaps. In many jurisdictions, for example, laws provide for the removal and use of tissues and organs after death in transplantation and research but lack guidance for those tasked with making decisions about involvement of a donor in research activities that may commence immediately prior to or following the determination of death [26].
Several of the subprinciples derived from Principle 1 reaffirm commonly accepted norms such as the importance of considering the cultural, religious and spiritual values and preferences of stakeholders in research, especially in the context of end-of-life care and decision-making. However, others address particular concerns that may be rarely encountered in other fields of research. For example, Principle 1.5.3 states that when the body of a deceased donor is physiologically maintained for the purpose of research, as was done in the Parsons’ model for xenotransplantation trials [5], the duration of such trials should be strictly limited. This aligns with the familiar principle of nonmaleficence in human research ethics which entails the minimisation of risks and burdens during research and limits the duration of trials or interventions. Extended utilisation of a deceased body in research requires careful assessment of the necessity of such use and proportionality of the benefits of research compared with the burdens on families, where relevant, and potential threats to the dignity of the deceased [22].
Research activities should be designed to provide equitable opportunities for individuals and communities to participate in, contribute to, and benefit from research involving deceased donors
The second principle (see Table 2) affirms the importance of justice in research, as demonstrated through equitable opportunities to participate in and benefit from research. Although this is a well-established principle of human research ethics, it merits inclusion as a core principle in these guidelines given the importance of equity in deceased donation and transplantation. Deceased donation for transplantation is often considered a public good, ideally conducted under the auspices of governmental health authorities who must uphold public trust by ensuring equitable access to the benefits of transplantation for the populations that contribute to donation.
TABLE 2 | Principle 2.	Principle 2
2. Research activities should be designed to provide equitable opportunities for individuals and communities to participate in, contribute to, and benefit from research involving deceased donors.
2.1 Research should promote equity by ensuring fairness in the distribution of opportunities to be a research participant, of potential burdens and risks of research, and of potential benefits from research.
2.2 No individuals or groups should be systematically excluded from opportunities for involvement in research solely because of actual or perceived vulnerability.
2.2.1 To facilitate opportunities for inclusion of vulnerable populations in research, efforts should be made to address potential vulnerabilities, to reduce risks, and to remove barriers to participation in research activities.
2.3 When considering the benefits of research to which individuals and communities should have access, these should be defined as including the scientific knowledge gained or therapeutic products derived from research that may be used to prevent illness or disease progress, or to improve quality of care, e.g., for patients and their families, and/or to improve health outcomes
2.4 Where relevant, research involving deceased donors should strive to support equity in healthcare and health outcomes, consistent with the values that underpin deceased donation and transplantation programs.
2.5 Where possible, researchers and research institutions, donation and transplantation professionals, organizations, and registries, healthcare organizations, and other relevant organizations should cooperate and/or collaborate
 • to increase opportunities for research,
 • to improve efficiency in use of resources for research,
 • to maximise the relevance and value of research for diverse populations, and
 • to share information and knowledge for the benefit of all.
2.6 When data about deceased donation and transplantation activities are collected by donation or transplantation programs or by designated registries for non-research purposes and these data are not routinely made publicly available, mechanisms should be established to enable data sharing and to ensure equitable access to these data for research purposes.


Equitable inclusion in research is especially important if all members of the wider community are to benefit from scientific advances. Equitable representation in research activities supports a fair distribution of benefits and burdens and helps to produce therapies that are effective for all relevant populations [27]. Factors contributing to disparities in deceased donation for transplantation and access to transplantation and research participation, such as distrust among some communities, may be exacerbated when research intersects with donation activities [28].
Equity is also considered in the context of Principle 4, which focuses on the potential impact of research activities on the availability of and equity of access to transplantation rather than equitable inclusion in research and equity in the outcomes of research. Inevitably, there is some entanglement between the principles. In particular, Principle 4 addresses procedural justice in decision-making about research which has important implications for equity in access to transplantation as well as opportunities for research.
When designing, conducting, or evaluating a research study, ethical consideration should be given to the interests of all individuals who may be involved in or impacted by the research activities
Deceased donation is fundamentally relational, often involving complex connections between various stakeholders that require careful attention to ensure that relevant interests and the broader implications of actions or inactions are considered in decision-making. Exploring an opportunity for deceased donation, for example, can impact not only the possible donor but also their family, other patients requiring healthcare, transplant candidates, as well as public trust and future donation behaviours. When an opportunity for donation involves research activities, there may be additional or alternative stakeholders involved, and the key considerations in terms of potential benefits, burdens and risks for some or all stakeholders may change.
The scope of the third principle (see Table 3) may initially appear unfeasible, requiring an excess of ethical concern by researchers. However, it is important to note that consideration for the interests of all does not entail exhaustive exploration of every possible interest, nor does it require that all those potentially impacted must be directly involved in decision-making about research. Subprinciple 3.1 notably specifies that “primary consideration” should be given to those most involved in or impacted by research activities. The views of particular stakeholders may be more or less relevant when designing a particular study. Similarly, the level of detail required for consent for involvement in a study will differ according to the nature of research activities in which stakeholders are involved.
TABLE 3 | Principle 3.	Principle 3
3. When designing, conducting, or evaluating a research study, ethical consideration should be given to the interests of all individuals who may be involved in or impacted by the research activities.
3.1 The interests of individuals or groups that are most involved in and/or impacted by research activities should receive primary consideration in the ethical design, conduct and evaluation of research.
3.2 The assessment of risks and potential burdens and benefits of research should take into account the perspectives and interests of all individuals and groups who may be affected.
3.2.1 When research interventions in deceased donors target specific organs, cells or tissues, the potential impact of these interventions on non-target (‘bystander’) organs, cells or tissues used, e.g., in transplantation, should be explicitly considered.
3.2.2 When research considerations influence the donation process and/or allocation of organs, cells or tissues donated for transplantation, the potential impact of these changes on the availability of and access to transplantation for individuals and groups should be explicitly considered. (See Principle 4.)
3.2.3 The likely impact of involvement in research on fulfillment of the deceased donor’s known or expected wishes regarding end-of-life care, donation for transplantation, contributing to research, or post-mortem treatment of their body should be considered when evaluating potential benefits, burdens and risks of research.
3.3 Key stakeholders should be included wherever possible in the design and ongoing oversight of research studies, e.g., donor families, transplant candidates or recipients, members of specific cultural communities, or donation and transplantation personnel, with appropriate management of potential conflicts of interests, where relevant.
3.4 Relevant donation agencies should routinely be consulted when designing studies that involve deceased donors.
3.5 Health professionals who are involved in deceased donation or transplantation activities but not engaged as researchers in studies that involve deceased donors should routinely be informed of research activities that may intersect with their clinical duties; they should have the opportunity to seek further information or assurance regarding the research and its potential impact on their practice.
3.6 Where health professionals are granted the right of conscientious objection with regards to performance of clinical duties that are inconsistent with their moral beliefs, this right should be extended to encompass clinical research activities with which they may be asked to assist.
3.6.1 When exercising the right of conscientious objection in the context of research involving deceased donors, health professionals should strive to ensure that their objection does not negatively impact opportunities for patients (or their families) to be involved in and/or benefit from research.
3.7 Research should only proceed when the expected benefits are judged to outweigh any unavoidable risks or burdens.
3.7.1 The risks and potential burdens for all those who may be negatively impacted by a research study should be avoided where possible and otherwise minimised as much as possible.
3.7.2 The standard supports and services provided to deceased donors, donor families, transplant recipients and healthcare professionals in the context of deceased donation for transplantation should also be provided when these individuals are involved in research, or when deceased donation occurs solely for the purpose of research. Additional or extended services may be necessary to ensure appropriate care is provided throughout the course of research activities.


Research activities should be designed in ways that safeguard the availability of donated organs, cells, and tissues and ensure equitable access to the benefits of donation and transplantation
Research activities have the potential to increase the availability of therapeutic products derived from donated organs, cells, or tissues [29–31]. For example, reconditioning or repair of donor organs prior to transplantation can improve rates of utilisation and/or graft outcomes [32]. However, inclusion of donated organs in some experimental studies could also risk non-utilisation or poorer outcomes if studies are unsuccessful. Research can also disrupt routine allocation systems if some transplant candidates or centres are not eligible, or unwilling, to participate in a study, potentially undermining equity in transplantation. Safeguarding the availability of donated organs, cells, and tissues for transplant and equity of access to the benefits of donation and transplantation is thus a core concern that must be carefully considered when evaluating the potential benefits and risks of proposed research. The principle does not preclude research that may temporarily disrupt routine allocation or even foreseeably decrease the supply of donated tissues or cells for transplantation, for example, where the longer-term benefits of research are expected to outweigh these harms.
Principle 4 (see Table 4) also highlights the importance of procedural fairness in institutional decision-making about research involving donors, which has implications for safeguarding donation for transplantation as well as equitable opportunities for research (as discussed in the context of Principle 2). Historically, there has been little transparency regarding the allocation of donated materials, typically those deemed unsuitable for use in transplantation, to researchers. Anecdotal reports suggest that in many countries, allocation decisions for research are often made ad hoc, in response to requests from research teams, which may favour those with pre-existing relationships with donation programs or personnel. More work is needed to help institutions and agencies establish procedures to govern these decisions, and those relating to direct involvement of possible donors in research prior to death, not least to improve transparency and accountability for key stakeholders such as donor and recipient communities. Further specification of principles to guide allocation decisions and policies when research activities may temporarily disrupt routine allocation systems, especially of organs for transplantation, may also be helpful.
TABLE 4 | Principle 4.	Principle 4
4. Research activities should be designed in ways that safeguard the availability of donated organs, cells, and tissues and ensure equitable access to the benefits of donation and transplantation.
4.1 Efforts should be made to maintain the availability of organs, cells, and tissues for use in transplantation while supporting opportunities for involvement of deceased donors in research and use of donations in research.
4.2 Evaluation of the potential benefits and risks of proposed research involving deceased donation must consider the potential impact of research activities on the availability and equitable allocation of organs, cells, and tissues for use in transplantation.
4.2.1 Ensuring the availability of organs, cells, and tissues for use in therapeutic transplantation should usually take priority if there is a conflict between this goal and research goals that require the involvement of deceased donors in research or the use of donated organs, cells, or tissues.
4.3 Clear policies should be established by relevant institutions, in particular donation and transplantation agencies, to guide the management of requests for endorsement of or involvement in research studies, particularly those that require access to and use of deceased donor bodies, organs, cells or tissues, or data about deceased donors, donor families, or transplant recipients.
4.3.1 Policies should enable procedural fairness in decision-making about support for research projects and foster equity in access to donated organs, cells, and tissues for use in research and transplantation.
4.3.2 Representatives of donation authorities, deceased donor and transplant recipient communities, healthcare professionals, custodians of donor organs, cells or tissues, custodians of data in donation and transplant registries, and relevant research communities should be included in the development of policies and guidelines.
4.3.3 Prioritisation of research requests to make use of scarce resources (e.g., donated organs or tissues) or populations (e.g., deceased donors that may be involved in intervention studies) should be guided by the values and goals of relevant stakeholders, (e.g., donation programs and deceased donor communities).
4.4 Decisions about proposed research activities that may temporarily disrupt the routine allocation of organs, cells, and/or tissues for transplantation should be made transparently and clearly documented and disclosed to key stakeholders, including the public, which comprises the population of future deceased donors and transplant recipients.
4.4.1 Where relevant, research protocols should include a mechanism for monitoring and evaluation of the outcomes of any disruptions to routine allocation of organs, cells or tissues for transplantation. The results of this evaluation should inform future decision-making about research and about allocation of donated organs or tissues.


The privacy and confidentiality of personal information relating to deceased donors, donor families, transplant recipients, and, where relevant, healthcare professionals should be protected in all research activities
Principles 5 and 6 (see Tables 5 and 6) are consistent with routine ethical principles that stipulate protections for the privacy of research participants while advocating for transparency in research activities. In general, such considerations should also apply to research involving deceased donors, but they may sometimes be more complicated, especially when tensions arise between frameworks and policies governing data use and publication in research and non-research settings. Such tensions are discussed in the context of Principle 6 below.
TABLE 5 | Principle 5.	Principle 5
5. The privacy and confidentiality of personal information of deceased donors, donor families, and transplant recipients should be protected in all research activities.
5.1 Appropriate mechanisms to ensure ethical governance of research activities that involve collection, storage, sharing or use of personal information should be implemented according to the nature of the activity(ies) and the context in which they occur. Such mechanisms should conform to privacy and data protection laws and standards in the relevant jurisdiction(s).
5.1.1 Specific provisions should be made by researchers and donation and transplantation registries for governance of data collected from Indigenous peoples to respect data sovereignty and the values and preferences of Indigenous peoples [33].
5.2 Information about the collection, storage and use of data in donation and transplant registries should routinely be available to persons making decisions about deceased donation or transplantation; this information should address the possible use of data in research and, where relevant, options to access or limit use of data, withdraw data, or otherwise control data held in registries.
5.3 Access to and use of data held in donation and transplantation registries by researchers should be subject to ethical review and oversight, consistent with other forms of research involving deceased donors.
5.3.1 Registries must establish ethical guidelines for the evaluation of requests to access and use registry data in research.
5.3.2 Registries should maintain publicly available policies governing protection, use and access to data for research purposes.
5.3.3 The level of ethical review required for research involving use of data relating to deceased donation or transplantation activities will depend on several factors including:
 • the conditions under which data were collected such as consent provisions relating to use of data in research,
 • the nature of the proposed research including associated risks and potential benefits of data use,
 • the nature of the data that will be provided to researchers.
5.3.4 Some studies that use only aggregated and anonymised data in research may not require formal research ethics review, whereas others, e.g., those in which potentially sensitive population characteristics or outcomes are the focus of analysis, may require substantive evaluation.
5.3.5 When research involves use of data that are already in the public domain, such as registry data that may be reported in public or governmental websites, formal research ethics review may not be required; researchers and organizations that manage donation and transplantation data should nevertheless strive to ensure that relevant values and principles from these guidelines are applied in the design and implementation of their research.
5.4 Where relevant, research protocols should include plans for the management of personal information about deceased donors that may be discovered, and which could have significance for donor families, transplant recipients, or specific deceased donor communities.
5.4.1 Consent for research may include, where feasible and appropriate, tiered or dynamic consent mechanisms that would permit, for example, relevant individuals to be contacted in future to make a decision about disclosure of new findings or significant health-related information, or to make decisions about future uses of data or donated organs, cells, and tissues (see Principle 7) [34–36].
5.5 Where specific research activities pose a significant risk of privacy breaches or loss of anonymity for individual donors, donor families, or transplant recipients, e.g., publication of case reports or highly innovative translational research, this risk should be clearly disclosed, and explicit consent should be obtained. (see Principle 7)
5.5.1 Additional safeguards should be incorporated in research protocols as necessary to manage risks to privacy, such as provision of guidance or professional support to transplant recipients or donor families involved in high profile studies relating to social media use, or management of interview requests from news media.
5.6 Care should be taken to ensure that necessary safeguards for privacy and data protection in research protocols do not create barriers to inclusion of populations that may benefit from research.
5.6.1 Deceased donation or transplantation programs that have low volumes of activity should not be prevented from conducting or reporting research involving small populations. Strategies should be used to address concerns about anonymity, e.g., with collaboration between programs or centres (see Principle 2) used to pool data and care in the reporting of results (see Principle 6).


TABLE 6 | Principle 6.	Principle 6
6. All research activities must be conducted transparently and be open to scrutiny, to uphold public trust in deceased donation and in the integrity of research involving deceased donors.
6.1 Routine data collection is a fundamental safeguard of donation and transplantation programs and should be maintained throughout all research activities involving deceased donors.
6.1.1 Data relating to the involvement of deceased donors in research should be routinely collected and reported in national registries, consistent with the international standards that mandate the routine collection and public reporting of data relating to deceased donation for transplantation [14, 37].
6.1.2 Where national registries do not yet exist, deceased donation and transplantation programs should routinely collect and regularly review information about research activities that involve deceased donors.
6.2 Appropriate mechanisms to ensure the transparency of research activities involving deceased donors should be implemented according to the nature of the research activity(ies) and the context in which they occur. Such mechanisms should conform to privacy and data protection laws and standards in the relevant jurisdiction(s).
6.2.1 A centralised, publicly accessible source of general information about research activities involving deceased donors should be established in association with equivalent sources of information about deceased donation for transplantation; this may provide links to other sources of more detailed information about specific research activities, e.g., online clinical trials registries or research project websites.
6.2.2 Researchers have primary responsibility for ensuring mechanisms are in place to maintain effective communication with research participants or other stakeholders in studies, and to effectively disseminate the findings of research to relevant stakeholder communities.
6.2.3 When the nature of research activities may delay or limit the disclosure of results or activities to stakeholders, e.g., due to the timeline of research protocols or commercial interests, these constraints on disclosure should be communicated to relevant stakeholders and carefully considered when evaluating the potential benefits and burdens of the proposed research.
6.3 Wherever possible, the results of research involving deceased donors should be:
• published in scientific journals and communicated to relevant scientific and professional audiences to inform future research in which the involvement of deceased donors is considered.
• made available to all relevant stakeholders, including donor families, using appropriate mechanisms to support their access to and understanding of research outcomes, and allowing for individuals to opt-out of such communications if desired.
6.4 When submitting results for publication, researchers should be required to attest that research involving deceased donors has been conducted in accordance with relevant ethical frameworks for research, and that any deceased donation activities involved in the research were consistent with the ethical standards outlined in the WHO Guiding Principles, [14] and the Declaration of Istanbul on Organ Trafficking and Transplant Tourism [38].
6.4.1 The publication of research that investigates or documents unethical practices relating to deceased donation or transplantation, e.g., evaluating the outcomes of travel for transplantation that involves organ trafficking, is ethically permissible provided that the research itself adheres to relevant ethical standards.
6.5 Data about research activities should generally be reported in aggregate to reduce the risk of identification of individuals.
6.5.1 Where small numbers, e.g., in low volume donation or transplantation programs, increase the risk of individuals or groups being identified in data reports, consideration should be given to the omission of more granular results in publicly accessible reports.
6.6 When disseminating research findings to relevant audiences, efforts should be made to avoid the stigmatization of individuals and populations and to maintain respect for research participants even when they cannot be directly identified.
6.6.1 Efforts to avoid the stigmatization of populations - for example, when reporting on populations that have a higher probability of requiring organ transplantation and a lower probability of contributing to deceased donation of organs - should not discourage the transparent publication of research that reports specific challenges impacting specific groups, which is essential for informing efforts to address inequities.
Concerns about the potential stigmatisation of populations should be carefully addressed at the stage of protocol refinement rather than considered only at the time of dissemination of results.


The use of health records data in research is increasingly an ethical concern, as the adoption of electronic records and artificial intelligence have expanded opportunities for research [39]. Data relating to deceased donors may present complexities in addition to those associated with use of routine health records data, or even use of data relating to deceased individuals, which is an emerging area of ethical interest [40]. For example, some data are collected for the purpose of donation for transplantation rather than therapeutic care of the donor, other clinical data may be collected after death, and some datasets will inevitably combine private information about individual donors as well as recipients, or donor family members as well as donors. These and other factors may introduce new ethical concerns or uncertainty, for example, regarding the purposes for which data may be used and by whom. Use of some data relating to deceased donors may therefore be considered beyond the scope of ethical guidance or legal frameworks established for use of ordinary health records data in research.
Principle 5 and its subsidiary principles affirm the importance of safeguarding privacy and protecting data relating to deceased donors and recipients of deceased donor transplants. The subprinciples stop short of providing nuanced guidance on specific questions of urgent practical importance in some settings, such as when consent may be waived for the use of registry data in research. Further work is needed to establish more specific guidance to support ethical access to and use of data in research activities.
All research activities must be conducted transparently and be open to scrutiny, to uphold public trust in deceased donation and in the integrity of research involving deceased donors
There is a particular concern for transparency in research activities involving donors and recipients of transplants from deceased donors, due to the need to maintain public trust in deceased donation and transplantation systems. Accountability for the safe and equitable procurement and use of donations, as well as avoidance of exploitation or other harms to donors during the end-of-life period, should be a concern not only for researchers but also for donation programs and personnel who may not be involved in research activities.
Deidentified data relating to deceased donation and transplantation are routinely reported in aggregate to the public at the national and international levels, although there is often less detail and transparency regarding utilisation of donated tissues and cells compared with organs used in transplantation [41]. However, the frameworks under which data are used and shared for the purpose of accountability or quality assurance in donation for transplantation may not routinely allow for the use of these data in research. Conversely, when publishing data collected or generated as part of research activities, specific protections may be required to minimise the risk of harm to individuals or communities. These considerations highlight a potential tension between the core principles: the protection of privacy may conflict with the requirement for transparency.
The principles make clear that the transparency and accountability considered standard for donation for transplant activities should be equally applicable when donation occurs for research or when donors are involved in research. In combination with Principle 5, Principle 6 and its subsidiaries provide a strong foundation at the procedural level by recommending that mechanisms to facilitate ethical governance and decision-making about data collection, storage, and use are needed.
Research activities should promote the autonomy of individuals who may be involved in or impacted by research
Principle 7 (see Table 7) stipulates respect for the autonomy of those involved in or impacted by research, and, in numerous subprinciples, articulates several important ethical considerations regarding recruitment for and decision-making about involvement in research. It thus addresses one of the foremost concerns of researchers and donation personnel: consent. Ethical and legal uncertainty regarding consent requirements in the context of particular types of studies involving donors has been widely discussed [21, 43–46]. Key questions include when consent for involvement in research should be obtained and from which stakeholders, and how much information should be provided and by whom.
TABLE 7 | Principle 7.	Principle 7
7. Research activities should promote the autonomy of individuals who may be involved in or impacted by research. 
7.1 Research activities should respect a person’s fundamental interest in
 • having control over their body and personal information,
 • having the option to be involved in decision-making that may impact them and,
 • where relevant, having substitute decision-makers make decisions in accordance with the person’s values and preferences.
Recruitment
7.2 Individuals who are responsible for research recruitment or supporting decision-making about involvement in research should receive appropriate training. Core competencies of such individuals include being able to:
  • Understand relevant ethical considerations with respect to deceased donation and transplantation as well as research.
  • Provide appropriate care for the decision-makers and/or arrange appropriate referrals to other support services or care providers when necessary.
  • Support informed decision-making about research opportunities.
7.3 Potential conflicts of interest in the recruitment of donors, donor families, or transplant recipients for research, such as those that may arise as a result of holding dual roles as clinician-researchers, should be identified and carefully managed in accordance with relevant policies or guidelines.
7.4 Research protocols that involve recruitment of patients currently receiving clinical care -whether deceased donors or transplant recipients - should generally require coordination with relevant clinical teams or services.
7.4.1 Relevant donation and transplantation personnel should be familiar with current research activities and research coordinators should be familiar with relevant donation and transplantation programs, to avoid disclosure of misinformation and to ensure timely referral to donation, transplantation, or research coordinators, as relevant.
7.4.2 Where the recruitment of deceased donors for research is not under the auspices of donation personnel, this should routinely require coordination and consultation with relevant donation personnel or organizations.
7.5 In general, opportunities for deceased donation for transplantation should be introduced to relevant stakeholders prior to discussion of opportunities for involvement of deceased donors in research.
7.6 When decision-making about deceased donation for transplantation takes place, decision-makers should be informed of relevant opportunities for involvement of the donor in research.
7.6.1 If organs, cells, and/or tissues cannot be donated for use in transplantation, the option of donating these for use in research should be presented whenever possible.
7.6.2 When biological specimens and/or data relating to deceased donors for transplantation may be retained for the purpose of research, this should be anticipated and should usually be disclosed to individuals making a decision about donation for transplantation.
7.6.3 Where feasible and desired, it may be appropriate to offer people making a decision about deceased donation more choices about the distribution and use of donations for research purposes than are usually permitted when making decisions about deceased donation for transplantation.
7.7 Where options for involvement in research are present, for example if donated organs or tissues might be used in a range of research activities or transplant candidates might be eligible to participate in more than one clinical trial, individuals making a decision about involvement in research or donation for research should be empowered to choose from among the available options if they wish to do so.
Authority for decision-making about involvement of deceased donors in research
7.8 Where necessary, legal frameworks should be revised and/or established to provide clear mechanisms for authorising the involvement of deceased donors in research.
7.8.1 In jurisdictions where advance care directives can be used to guide healthcare decision-making for people when they lose decision-making capacity, individuals should be enabled to express values or preferences about future involvement in research in such directives.
7.8.2 In jurisdictions that provide mechanisms for individuals to register their wishes or preferences with regards to donation for transplantation after death, e.g., by joining a donor registry, such mechanisms should include opportunities to express preferences or wishes regarding involvement in research or donation for research.
7.8.3 Where possible, the person(s) with legal authority for substitute decision-making about deceased donation for transplantation should also have authority to make decisions about a deceased donor’s involvement in research.
7.8.4 In some cases, legal authority for involvement of individuals in some types of research may appropriately reside with organizations or groups other than the individuals concerned or their substitute decision-makers [42].
7.9 Public education about deceased donation should include both information about donation for transplantation and information about opportunities for individuals to be involved in research at the end of life or to donate organs, cells or tissues for use in research. Individuals should be encouraged to discuss their wishes regarding donation for transplantation and research with their families.
7.10 Clear and accessible guidance should be provided to substitute decision-makers regarding how decisions about involvement of donors in research should be made.
7.10.1 Guidance should address how to manage conflicts among members of donor families regarding the involvement of a deceased donor in research; this should be consistent with the approach to decision-making about donation for transplantation.
7.10.2 Subject to the laws in each jurisdiction, when making decisions about research activities that involve interventions in the body of a deceased donor before or after death, substitute decision-makers should prioritise the deceased donor’s known or expected values and preferences.
	Consent requirements
7.11 To support voluntary and informed decision-making, research protocols (and protocols for decision-making about deceased donation that are inclusive of donation for research) should take into account:
 • The timing, frequency, and location of discussions about involvement in research,
 • The mechanisms used to provide information about the research,
 • The identity and role of the person involved in requesting or supporting decision-making about research and their roles and relationships with decision-makers,
 • The implications of accepting or declining participation in research on opportunities for transplantation or donation for transplantation, where relevant.
7.12 Where appropriate and feasible, the process of decision-making about involvement in research and/or donation for research should be designed to support dynamic and flexible decision-making, and to minimise confusion and burdens on decision-makers while ensuring that:
 • key information about the research and any practical implications that may be important are communicated and considered,
 • decision-makers are supported and given the option to explore or discuss further information throughout the process,
 • the limitations of information provided are made explicit (e.g., uncertainty regarding future uses of donated organs, cells, or tissues in research)
 • any options for or limitations on withdrawal from research are clearly communicated.
7.12.1 When designing or evaluating specific research protocols or broader systems for the recruitment of participants in research involving deceased donors, a range of consent models should be considered and adapted where necessary to provide the best fit in the local context, while satisfying legal requirements and the ethical obligations outlined herein.
Disclosure of information
7.13 The mechanisms used to disclose information to decision-makers about research should be designed to optimise communication and understanding of information and to reduce the burdens of information disclosure.
7.14 The disclosure of information to decision-makers about involvement in research should be designed to ensure that key information is provided, considered, and tailored to meet the preferences and needs of individuals in the context of particular research protocols. Such information should typically include:
 • who is conducting the research,
 • the goals of the research,
 • what the research activities involve,
 • the potential benefits, burdens and risks of involvement in the research, and
 • how to obtain more information and/or express concerns or complaints about the conduct of the research.
7.14.1 Information about substantive risks or burdens of research involvement for individuals should routinely be explicitly disclosed and considered when seeking consent.
7.14.2 Information that is likely to be considered significant by donors, donor families or transplant recipients and/or could influence their decision-making about involvement in research should be routinely provided to those deciding about such involvement.
7.15 When involvement in research does not present substantive risks or burdens and decision-makers prefer not to receive detailed information about what research involves, it is not always necessary or appropriate to impose detailed information on decision-makers, provided that decision-makers have the opportunity to receive more information at the time of making the decision or in the future.
7.16 Some research may involve considerations that entail specific consent requirements including explicit disclosure of information. Information that is likely to be deemed significant by research participants and that should usually be disclosed during decision-making about research, where relevant, includes:
  a) The extent to which research activities may deviate from standard clinical practice in deceased donation or transplantation of deceased donor organs, cells, or tissues.
  b) The potential effects of research activities on deceased donation for transplantation or access to transplantation.
  c) The potential impact of research involvement on a donor’s end-of-life care or transplant recipient’s current or future clinical care, including the potential financial implications of any changes to care.
  d) Source(s) of research funding and potential commercial interests in the research, including the possibility of donated organs, cells or tissues becoming saleable products.
  e) The potential collection and/or use of genetic data.
  f) The potential creation of perpetual cell lines from donated materials.
  g) The potential use of donated materials in non-human animal research.
  h) The potential use of donated materials in research that may lead to the creation of children.
  i) The potential distribution of donated organs, cells, tissues, or personal data internationally, and/or transfer of custodianship of donated materials or data.
7.17 Potential assumptions on the part of research decision-makers that may be influenced by expectations of deceased donation for transplantation or of routine transplantation activities, and which may not be applicable in the case of some research activities should be explicitly addressed when obtaining consent.
7.18 Potential or actual conflicts of interest relating to research activities should be avoided, and unavoidable conflicts of interest should be disclosed.
7.19 When transplant candidates are offered organ, cell or tissue transplants that have been obtained from a deceased donor who was involved in an interventional study, they should receive any relevant information that may have clinical implications for their transplant.
7.19.1 If there are plans to collect or use data about the transplant recipient as part of a study that involves interventions in deceased donors, information about the study should usually be disclosed when offering the transplant, even if there is no information of potential clinical significance for the recipient.
Waiver of consent and presumed consent
	7.20 In some cases, an HREC Human Research Ethics Committee] or equivalent body may approve a waiver of consent requirements or deem it reasonable to presume consent for the involvement of individuals or groups in research activities. Factors that may influence whether it is ethically reasonable to presume consent include:
  • the relevant legal framework(s) in the jurisdiction,
  • the practical feasibility of seeking explicit consent,
  • the level of risk or potential burdens for those involved in the research, and whether these exceed the risks or potential burdens that they would otherwise encounter in their daily life or as part of their previously agreed involvement in donation or transplantation activities,
• whether the intended involvement of the individual or use of their data or previously collected or donated organs, cells, or tissues in research is consistent with their known or expected values and preferences,
 • the presence of any information indicating that the individual or group would not wish to be involved in this type of research, or that they would wish to make an explicit decision about any such involvement.
	7.20.1 It is generally reasonable to waive individual consent requirements for research involving use of data about deceased donors or transplant recipients that are routinely collected for the purpose of monitoring quality and safety, e.g., in registries, when the research aims to improve deceased donation and transplantation programs and their outcomes. Such secondary use of data should be consistent with the guidance outlined in Principle 6.
	7.21 Although it may sometimes be reasonable to infer a person’s wishes regarding donation of organs, cells, or tissues for use in research on the basis of their previously expressed wishes regarding donation for transplantation, consent for - or refusal of - donation for research or involvement in research should not be presumed solely on the basis of expressed wishes regarding donation for transplantation.
	7.21.1 In jurisdictions with an opt-out (‘deemed’ or ‘presumed’) model of consent for deceased donation for transplantation, consent or refusal for involvement of deceased donors in research should not be presumed solely on the basis of an individual’s decision to opt-out or not to opt-out of donation for transplantation, unless explicitly provided for in legislation.


Several authors have previously discussed the complexities that may arise when recipients of deceased donor organ transplants are involved in research due to the logistical challenges of providing relevant information and obtaining consent for research during decision-making about acceptance of a deceased donor organ offer [21, 44]. Researchers and donation personnel may be more anxious, however, about the implications of principle 7 and its subprinciples regarding decision-making about involvement of donors themselves in research. The families of prospective donors typically bear responsibility for decision-making about donation and donor involvement in research, where relevant. Donation decision-making often follows stressful and emotionally exhausting decision-making about end-of-life care and may itself be overwhelming for some families [47]; the additional cognitive load of information about research opportunities may be considered excessive. Some families may find detailed decision-making about donation or research distressing, and donation personnel and researchers may question the feasibility of informed decision-making in this context. Donation personnel may also worry that discussion of research opportunities could negatively impact consent for donation for transplantation.
The relevance of autonomy is also more complex when the individuals concerned are deceased, as occurs when decision-making about research takes place after the determination of death. Wicclair, for example, suggests that “it makes no sense to protect the autonomy of the dead” [48]. However, he also argues that respecting the known or estimated wishes and preferences of the dead with regard to involvement in research may be ethically justifiable. A key justification for doing so in the case of research involving donors is that this would be consistent with the approach to decision-making about deceased donation for transplantation.
Although legal frameworks in some jurisdictions allow consent to be presumed for the removal of organs for use in transplantation, in practice families (or equivalent) are routinely approached to make or confirm a decision about donation on behalf of the donor, assuming the donor is unable to do so. While family preferences sometimes override the known or estimated wishes of a possible donor, it is increasingly accepted that surrogate decisions about donation for transplantation should ideally follow a substituted judgment approach. That is, decisions should be based on what the possible donor would choose if they were able to make the decision [49]. Similarly, decisions about end-of-life care, such as the withdrawal of life-sustaining measures that may precede donation after circulatory determination of death, are increasingly made according to a person’s known or expected preferences and values, provided these are considered clinically appropriate and not disproportionately burdensome or harmful. It is thus reasonable to infer that decisions about donation for research, or involvement of donors in research during the perimortem period, should also be made using a substituted judgement approach where possible, as indicated in Principle 7.10.2.
The guidelines make clear the importance of tailoring consent processes and information disclosure to support effective decision-making, while minimising burdens and distress for decision-makers, whether they are possible donors providing first person consent, donor family members, or transplant candidates. Communicating key information for decision-making about research may require innovative strategies that differ from the detailed informed consent models commonly associated with clinical research or the blanket consent or “tick-box” options typically included in donation for transplantation forms to allow for use of donated materials in research.
The risks of relying on a “tick-box” option regarding involvement in research on the consent form for donation for transplantation should be self-evident: some decision-makers may decline important research opportunities due to lack of knowledge of the nature and potential value of the research, while others may agree without realising the extent to which research activities and their potential outcomes differ from those of routine donation for transplantation. In the absence of clear guidance regarding consent requirements and feasible mechanisms to support disclosure of information and decision-making about research opportunities, there is a risk that research may proceed without appropriate consent from or engagement with stakeholders, and/or that opportunities for valuable research will be missed. The principles outlined in these Guidelines provide grounds for the development of more specific guidance and practical advice regarding support for decision-making about research in particular settings.
Research activities must respect the prohibition of financial gain in the human body and its parts and uphold the principle of financial neutrality in donation
Finally, principle eight (see Table 8) reaffirms one of the core ethical tenets of donation and transplantation, which prohibits trade in the human body and holds that donors and donor families should neither lose nor gain financially as a consequence of donation [14, 38, 51, 52]. Regardless of the purpose for which donated organs, cells, or tissues are used–in transplantation or research–the underlying ethical concerns about financial interests influencing donation decisions, undermining equity, and exploiting the vulnerable remain relevant. The subprinciples outlined under principle eight do not preclude, where necessary and ethically appropriate, the provision of financial payment to living persons involved in research to cover the costs associated with their participation in research activities, or coverage of other research-related costs. Coverage of any costs associated with donation, whether for transplantation or research, is also consistent with the principle of financial neutrality [53, 54]. If a deceased donor’s involvement in research, for example, imposes additional financial burdens on their family, these should be alleviated wherever possible.
TABLE 8 | Principle 8.	Principle 8
8. Research activities must respect the prohibition of financial gain in the human body and its parts and uphold the principle of financial neutrality in donation.
8.1 The prohibition of financial gain in the human body and its parts does not preclude the coverage or reimbursement of necessary costs associated with the conduct of research involving deceased donors, or the recovery, transport, preparation, preservation, storage or use of donated bodies, organs, cells, or tissues in research activities [50].
8.1.1 Costs associated with research activities involving deceased donors should be routinely documented and open to scrutiny by relevant stakeholders.
Financial neutrality in donation.
8.2 Deceased donors and their families should neither lose nor gain financially as a result of donation, whether donation occurs for the purpose of transplantation, research, or both.
8.3 Where additional costs are incurred by deceased donors, donor families, or transplant recipients because of their involvement in research, these should be covered whenever possible by relevant research, healthcare or governmental organizations.
8.4 Financial incentives, including fungible gifts or other rewards, should never be offered to individuals or families in exchange for their agreement to donate the body, organs, cells, or tissues after death for use in research, or to involve a deceased donor in a research study.
8.4.1 The principle of financial neutrality in donation does not preclude the use of incentives for recruitment of transplant recipients or donor family members in research studies, provided that:
 • routine ethical concerns regarding the use of incentives in research are appropriately addressed.
 • any incentives offered to donor families for their participation in research do not create actual or perceived conflicts of interest in donation decision-making, e.g., where their participation in research is contingent upon the donation decision.
	8.5 Individuals with responsibility for recruitment of deceased donors for involvement in research should not be offered incentives or rewards proportionate to their success in obtaining agreement for deceased donation or involvement of donors in research. This does not preclude the payment of salaries or other costs associated with recruitment or research coordination activities.
	8.6 Ceremonies and memorials that celebrate deceased donors who have contributed to research and/or transplantation are encouraged and should not be considered inappropriate incentives.
Commercial interests
	8.7 The presence of commercial interests in research involving deceased donors should be accepted where necessary for the success of research that offers substantial benefits for the public, especially through the development of new or improved medical products derived from human organs, cells or tissues, or the creation of valuable scientific knowledge relating to health.
	8.7.1 When evaluating the potential benefits of research for the public, the potential impact of commercial interests on equity of access to these benefits should be carefully considered.
	8.8 When proposed research activities involving deceased donors are intended or likely to generate financial gains for researchers, research institutions, commercial entities, funding agencies, or other parties, or when such gains become apparent in the course of research, relevant parties should be encouraged to invest a proportion of profits in a manner that:
 • Benefits public health, e.g., by supporting donation and transplantation programs,
 • Improves equity in access to healthcare resources, e.g., by subsidizing the costs of new medical products derived from donated organs, cells, or tissues for disadvantaged populations, and/or,
 • Supports research aimed at improving health outcomes for all.
	8.9 The management of commercial interests in research activities requires scrupulous attention in the context of research involving deceased donors to avoid undermining public trust in the integrity, values and culture of deceased donation programs and personnel.
	8.9.1 When potential, perceived, or actual commercial conflicts of interest relate to research activities that directly involve deceased donors, these should be
 • treated as significant risks when evaluating research,
 • routinely avoided where possible,
 • specifically disclosed to decision-makers about research,
 • routinely disclosed in publications reporting on research activities including reports by donation organizations or registries where relevant.


The prevailing ethos of donation for transplant is that of a public good, with equitable access to the benefits of deceased donor transplantation ideally ensured by public institutions. This may appear threatened when deceased donation intersects with commercial interests in research. In fact, commercial interests are already prevalent in the donation and transplantation sectors in many countries, especially in the context of the tissue sector [55]. While commercial interests may be necessary to bring innovative therapies to patients, such interests in research may raise concerns about the injustice of industry profiting from materials that are gifted without financial gain by donors. This is especially relevant if it is unclear or unlikely that the public will be able to freely or equitably access the benefits of the research, for example in the form of new and expensive medical products derived from donated materials. Addressing these concerns prospectively is important to maintain public support for donation and involvement in research; this requires particular care when research may involve the development of perpetual cell lines or use of genetic material [56]. The case of Henrietta Lacks, for example, has heavily influenced trust and attitudes towards use of biospecimens in research [57]. Further guidance will be required to address concerns in the context of specific types of research and jurisdictions. The subprinciples in this final section again provide high-level guidance that may be useful in grounding more specific principles or policy with regard to commercial interests in research involving deceased donors. In particular, the principles affirm the importance of upholding the fundamental ethical values embedded in donation for transplantation programs and highlight the need for caution and care to ensure that research activities do not jeopardise these values and the goals of such programs.
CONCLUSION
In 2024, the World Health Assembly called on member states to “promote research and innovation to maximize the use and optimize the outcomes of transplantation of human cells, tissues and organs, as well as enable development of alternative therapies to those based on the clinical use of human cells, tissues and organs” [58]. These inaugural international guidelines provide a strong foundation for current research practice but require further work at the local level for adaptation and implementation, including training in their use for researchers, donation and transplantation professionals, and research ethics governance bodies. Further work is also required on specific issues at the normative and practical levels, including consent requirements and mechanisms, allocation issues, use of registry data, and the management of commercial interests in research.
Cultural change may also be needed within donation and transplant programs to address historical beliefs and practices regarding the role of research within the context of deceased donation activities. Where opportunities for involvement in research arise, these should be considered an option for donors and transplant recipients, rather than a competing interest. Timely consultation and collaboration between researchers and donation and transplantation programs can help integrate research opportunities into donation pathways efficiently, while maintaining high standards of care for donors, donor families and transplant recipients, and can help identify and address potential ethical concerns.
DATA AVAILABILITY STATEMENT
The raw data supporting the conclusions of this article will be made available by the authors, without undue reservation.
AUTHOR CONTRIBUTIONS
DEM conceived and led the study. DM, AA, RF, JF, ML, JEL, EM, GCO, HO, KR, MS, S-NT, and ET participated in the design of the study, analysis of the data, drafting and review of the guidelines and this manuscript. Members of the INTEGRITY Collaborator Team contributed to the analysis of the data and drafting of the guidelines. All authors contributed to the article and approved the submitted version.
FUNDING
The author(s) declared that financial support was not received for this work and/or its publication.
GROUP MEMBER OF THE INTEGRITY PROJECT COLLABORATOR TEAM
Juntaro Ashikari (Japan Organ Transplant Network, Division of Investigation and Research, Tokyo, Japan). Pacifico Calderon (St. Luke’s Medical Center College of Medicine-William H. Quasha Memorial, Manila, Philippines). Elena Cavazzoni (University of Sydney, Sydney, Australia), Celeste de Vaal (University of Cape Town, Cape Town, South Africa), Beatriz Domínguez-Gil (Organización Nacional de Trasplantes, Madrid, Spain), Rosalie Grivell (Australian Organ and Tissue Authority, Canberra, Australia), Daniel Harvey (NHS Blood and Transplant and University of Nottingham, United Kingdom), Marisa Herson (School of Medicine, Deakin University, Geelong, Australia), Alison Hodak (Australian Organ and Tissue Authority, Canberra, Australia), Georgina Irish (Adelaide University and ANZDATA Registry South Australia Health and Medical Research Institute, Adelaide, SA, Australia), Victoria Jennings (Deakin University, Geelong, Australia), Wenshi Jiang (China Organ Donation Administrative Center and Shanxi Provincial Organ Procurement & Allocation Center, China), Marta López-Fraga (European Directorate for the Quality of Medicines & HealthCare (EDQM), Council of Europe, Strasbourg, France), Heather Machin (Lions Eye Donation Service, Melbourne, Australia), Francisco Martinez (Division of The Skin & Tissue Bank, National Institute of Rehabilitation, Ministry of Health, and National Autonomous University of México, Mexico City, México), María Victoria (Martínez-López, Department of Nursing, University of Granada, Granada, Spain), Olivia Ngan (University of Hong Kong, Hong Kong, China), Jeffrey P. Orlowski (LifeShare Network, USA), Brendan Parent (Section of Medical Ethics, NYU Grossman School of Medicine, New York, USA), Rebecca Pentz (Winship Cancer Institute, Emory School of Medicine, USA), Alicia Perez Blanco (Organización Nacional de Trasplantes, Madrid, Spain Rizmina Rilwan, Independent Researcher Sibele Schuantes, Paulista School of Nursing, Federal University of São Paulo (UNIFESP) São Paulo, Brazil), David Thomson (Division of Critical Care, Department of Anaesthesia and Peri-operative Medicine, University of Cape Town, Groote Schuur Hospital, Cape Town, South Africa, Sandra Venter (Vitanova Tissue Bank, South Africa), Matthew J. Weiss (Transplant Quebec, Montreal, Canada), Matthew Wellberry-Smith (Leeds Teaching Hospitals NHS Trust and the University of Leeds, UK).
ACKNOWLEDGMENTS
We are grateful to ESOT, ISODP, and TTS for their support of the INTEGRITY Project. We thank Ms Ketevan Rukhadze from ESOT for her administrative support, Ms Yashan Jiang and Ms Amy Lundgren for their assistance during workshops, and those who assisted with translations for the public consultation: Dr Ahmed Akl, Dr Juntaro Ashikari, Dr Beatriz Dominguez-Gil, Prof Riadh Fadhil, A/Prof Marisa Herson, Dr Wenshi Jiang, Dr Matthieu Le Dorze, Ms Devi Mey, Ms Simona Negrini, and Dr Sibele Schuantes. We also thank the Australian Organ and Tissue Authority for supporting the Melbourne workshop. We are especially grateful to every individual and organization that participated in the workshops and the public consultation on the draft Guidelines.
CONFLICT OF INTEREST
Author JEL is employed by United Therapeutics Corporation as Vice President and Chief Medical & Surgical Officer, Global Clinical Product Development - Xenotransplantation. Author GCO has been a consultant to Organox, Getinge, and XVivo. He is a member of the, Scientific Advisory Board of iCoat Medical.
The remaining authors declare that the research was conducted in the absence of any commercial or financial relationships that could be construed as a potential conflict of interest.
GENERATIVE AI STATEMENT
The author(s) declared that generative AI was used in the creation of this manuscript. During the preparation of this work the authors used Anthropic’s Claude Sonnet 4.5 to assist with the graphic design of Figure 1. After using this tool, the authors reviewed and edited the figure and take full responsibility for the content of the figure. No AI technologies were used in the writing of the manuscript.
Any alternative text (alt text) provided alongside figures in this article has been generated by Frontiers with the support of artificial intelligence and reasonable efforts have been made to ensure accuracy, including review by the authors wherever possible. If you identify any issues, please contact us.
REFERENCES
	Grossi, AA, Baiardo Redaelli, M, Procaccio, F, Picozzi, M, Citerio, G, and Cabrini, L. Ethical tensions and professional attitudes toward circulatory death organ donation in the ICU: a systematic review. Intensive Care Med (2025) 51:1833–54. doi:10.1007/s00134-025-08100-y

	Bartling, T, Oedingen, C, Kohlmann, T, Schrem, H, and Krauth, C. Comparing preferences of physicians and patients regarding the allocation of donor organs: a systematic review. Transpl Rev (2020) 34:100515. doi:10.1016/j.trre.2019.100515

	Cutting, RB, Muscat, DM, Patel, P, De La Mata, NL, Irish, GL, Wyld, M, et al. Values, preferences, and risk tolerance of people waitlisted for a kidney transplant regarding potential deceased donor organ profiles: a systematic review. Transplantation (2025) 109:e326–39. doi:10.1097/TP.0000000000005267

	Oniscu, GC, Rockell, K, and Martin, DE. Challenges in undertaking research in transplantation. The Lancet (2024) 405:681–3. doi:10.1016/S0140-6736(24)00931-0

	Porrett, PM, Orandi, BJ, Kumar, V, Houp, J, Anderson, D, Killian, AC, et al. First clinical-grade porcine kidney xenotransplant using a human decedent model. Am J Transplant (2022) 22:1037–53. doi:10.1111/ajt.16930

	Wells, SB, Rainbow, DB, Mark, M, Szabo, PA, Ergen, C, Caron, DP, et al. Multimodal profiling reveals tissue-directed signatures of human immune cells altered with age. Nat Immunol (2025) 26:1612–25. doi:10.1038/s41590-025-02241-4

	Ashton, DM, Blaker, CL, Hartnell, N, Haubruck, P, Hefferan, SA, Little, CB, et al. Challenging the perceptions of human tendon allografts: influence of donor age, sex, height, and tendon on biomechanical properties. Am J Sports Med (2023) 51:768–78. doi:10.1177/03635465221143385

	Oniscu, GC, Mehew, J, Butler, AJ, Sutherland, A, Gaurav, R, Hogg, R, et al. Improved organ utilization and better transplant outcomes with in situ normothermic regional perfusion in controlled donation after circulatory death. Transplantation (2023) 107:438–48. doi:10.1097/TP.0000000000004280

	Avilés, L, Kean, S, and Tocher, J. Ambiguous loss in organ donor families: a constructivist grounded theory. J Clin Nurs (2023) 32:6504–18. doi:10.1111/jocn.16574

	Marelli, S, Querci, L, Pozzi, F, Cipolla, C, Piccolo, G, Sacchi, M, et al. Understanding organ donation refusal in the next of kin: a fifteen-year retrospective study in ten thousand potential donors. J Anesth Analgesia Crit Care (2025) 5:60. doi:10.1186/s44158-025-00282-7

	Sharma, VJ, Starkey, G, D’costa, R, James, F, Mouhtouris, E, Davis, L, et al. Australian donation and transplantation biobank: a research biobank integrated within a deceased organ and tissue donation program. Transpl Direct (2022) 9:E1422. doi:10.1097/TXD.0000000000001422

	Tingle, SJ, Chilvers, N, Kourounis, G, Thompson, ER, Dark, J, Sheerin, NS, et al. Ex-situ machine perfusion across the organs; shared principles and transferable knowledge from clinical trials. Transpl Rev (2026) 40:101027. doi:10.1016/j.trre.2026.101027

	Hashemian, MN, Zia, MJ, Khorrami-Nejad, M, Abed, QS, and Hashemian, H. Long-term outcomes of corneal transplantation: a review of 8,378 patients. BMC Ophthalmol (2025) 25:39. doi:10.1186/s12886-024-03826-7

	World Health Organization (WHO). WHO guiding principles on human cell, tissue and organ transplantation: sixty-third world health assembly. Cell Tissue Bank (2010) 11:229–33. doi:10.1097/TP.0b013e3181ec29f0

	World Medical Association. WMA declaration of helsinki - principles for medical research involving human participants (2024). Available online at: https://www.wma.net/policies-post/wma-declaration-of-helsinki/ (Accessed February 21, 2025).

	Martin, DE, Cronin, AJ, Dalle Ave, A, van Haren, FMP, Locke, JE, Miñambres, E, et al. Addressing ethical confusion in deceased donation and transplantation research: the need for dedicated guidance. Transpl Int (2021) 34:2459–68. doi:10.1111/tri.14108

	Escoto, M, Issa, F, Cayouette, F, Consolo, H, Chaudhury, P, Dhanani, S, et al. Research and innovation in organ donation: recommendations from an international consensus forum. Transpl Direct (2023) 9:E1446. doi:10.1097/TXD.0000000000001446

	Parent, B, Kates, OS, Arap, W, Caplan, A, Childs, B, Dickert, NW, et al. Research involving the recently deceased: ethics questions that must be answered. J Med Ethics (2024) 50:622–5. doi:10.1136/jme-2023-109413

	Rodrigue, JR, Feng, S, Johansson, AC, Glazier, AK, and Abt, PL. Deceased donor intervention research: a survey of transplant surgeons, organ procurement professionals, and institutional review board members. Am J Transpl (2016) 16:278–86. doi:10.1111/ajt.13482

	Slessarev, M, Bain, KL, Basmaji, J, Blydt-hansen, TD, Cooper, J, Aragon, FD, et al. Developing guidance for donor intervention randomized controlled trials: initial discussions from the canada-united kingdom 2022 workshop. Transplantation (2024) 00:1–6. doi:10.1097/TP.0000000000004983

	Gordon, EJ, Knopf, E, Phillips, C, Mussell, A, Lee, J, Veatch, RM, et al. Transplant candidates’ perceptions of informed consent for accepting deceased donor organs subjected to intervention research and for participating in posttransplant research. Am J Transpl (2020) 20:474–92. doi:10.1111/ajt.15607

	Pentz, R, Cohen, C, Wicclair, M, DeVita, MA, Flamm, AL, Youngner, SJ, et al. Ethics guidelines for research with the recently dead. Nat Med (2005) 11:1145–9. doi:10.1038/nm1105-1145

	Glazier, AK, Heffernan, KG, and Rodrigue, JR. A framework for conducting deceased donor research in the United States. Transplantation (2015) 99:2252–7. doi:10.1097/TP.0000000000000841

	Harris, PA, Taylor, R, Thielke, R, Payne, J, Gonzalez, N, and Conde, JG. Research electronic data capture (REDCap)-A metadata-driven methodology and workflow process for providing translational research informatics support. J Biomed Inform (2009) 42:377–81. doi:10.1016/j.jbi.2008.08.010

	Wilkinson, TM. Last rights: the ethics of research on the dead [1]. J Appl Philos (2002) 19:521–31. doi:10.4324/9781315237367

	Then, SN, Martin, DE, and Opdam, HI. Ante-mortem interventions for deceased donation: legal barriers and uncertainty in Australia’s decision-making frameworks. Med J Aust (2025) 223:236–40. doi:10.5694/mja2.70020

	Lu, B, Okonofua, S, Farahbakhsh, F, Hatkar, R, Sano, L, Conway, M, et al. Addressing racial disparities in representation across blood, stem cell and organ and tissue donor pools. Vox Sang (2026) 121:710–21. doi:10.1111/vox.70214

	Toro, C, Eromosele, OB, Flynn, DB, Wilson, AA, Kotton, DN, Hughes, TM, et al. Organ donation for research biobanking among historically marginalized racial and ethnic groups: a systematic review. JAMA Netw Open (2025) 8:e2512133. doi:10.1001/jamanetworkopen.2025.12133

	Ohira, M, Hotta, R, Tanaka, Y, Matsuura, T, Tekin, A, Selvaggi, G, et al. Pilot study to determine the safety and feasibility of deceased donor liver natural killer cell infusion to liver transplant recipients with hepatocellular carcinoma. Cancer Immunol Immunother (2022) 71:589–99. doi:10.1007/s00262-021-03005-3

	Williams, AM, Trahanas, J, Bommareddi, S, Mcgann, KC, Ahmad, A, Lima, B, et al. Donation after circulatory death heart transplant without preimplant reanimation using rapid ultraoxygenated recovery. JAMA (2026) 335:885. doi:10.1001/jama.2025.25169

	Johnstone, BH, Woods, JR, Goebel, WS, Gu, D, Lin, CH, Miller, HM, et al. Characterization and function of cryopreserved bone marrow from deceased organ donors: a potential viable alternative graft source. Transpl Cel Ther (2023) 29(95):e1–95.e10. doi:10.1016/j.jtct.2022.11.010

	Cai, X, Johnston, EK, Cook, KE, Abbott, RD, Taner, B, and Yang, L. Reconditioning steatotic liver grafts: advances in pharmacological defatting approaches for expanding the donor pool. Liver Transplant (2025) 32:901–12. doi:10.1097/lvt.0000000000000789

	FNIG (First Nations Information Governance). The First Nations Principles of OCAP® (2025). Available online at: https://fnigc.ca/ocap-training/ (Accessed June 11, 2026).

	Wiertz, S, and Boldt, J. Ethical, legal, and practical concerns surrounding the implemention of new forms of consent for health data research: qualitative interview study. J Med Internet Res (2024) 26:e52180. doi:10.2196/52180

	Lay, W, Gasparini, L, Siero, W, and Hughes, EK. A rapid review of the benefits and challenges of dynamic consent. Res Ethics (2025) 21:180–202. doi:10.1177/17470161241278064

	Nembaware, V, Johnston, K, Diallo, AA, Kotze, MJ, Matimba, A, Moodley, K, et al. A framework for tiered informed consent for health genomic research in Africa. Nat Genet (2019) 51:1566–71. doi:10.1038/s41588-019-0520-x

	United Nations General Assembly. Resolution 75/195 strengthening and promoting effective measures and international cooperation on organ donation and transplantation to prevent and combat trafficking in persons for the purpose of organ removal and trafficking in human organs. A/Res/75/195 (2020). Available online at: https://documents.un.org/doc/undoc/gen/n20/374/15/pdf/n2037415.pdf?token=ZhkSbu0QGglJwPjJOR&fe=true (Accessed June 11, 2026).

	The declaration of istanbul on organ trafficking and transplant tourism (2018 edition). Transplantation (2019) 103:218–9. doi:10.1097/TP.0000000000002540

	Piasecki, J, Walkiewicz-Żarek, E, Figas-Skrzypulec, J, Kordecka, A, and Dranseika, V. Ethical issues in biomedical research using electronic health records: a systematic review. Med Health Care Philos (2021) 24:633–58. doi:10.1007/s11019-021-10031-6

	Bak, MAR, and Willems, DL. Contextual exceptionalism after death: an information ethics approach to post-mortem privacy in health data research. Sci Eng Ethics (2022) 28:32. doi:10.1007/s11948-022-00387-0

	Martin, D, Van Assche, K, Cervantes, L, Forsythe, JLR, Muller, T, Perez-Blanco, A, et al. Towards equity in global access to SoHO-based therapies: recommendations for action. Transplantation (2025) 109:60–72. doi:10.1097/TP.0000000000005106

	Woolfall, K, Paddock, K, Watkins, M, Kearney, A, Neville, K, Frith, L, et al. Guidance to inform research recruitment processes for studies involving critically ill patients. J Intensive Care Soc (2024) 25:95–101. doi:10.1177/17511437231197293

	Rey, MM, Ware, LB, Matthay, MA, Bernard, GR, McGuire, AL, Caplan, AL, et al. Informed consent in research to improve the number and quality of deceased donor organs. Crit Care Med (2011) 39:280–3. doi:10.1097/CCM.0b013e3181feeb04

	Gordon, EJ, Veatch, RM, Abt, P, and Reese, PP. Organ donor intervention research informed consent – timing and risk. Am J Transpl (2020) 20:906. doi:10.1111/ajt.15758

	Abt, PL, Marsh, CL, Dunn, TB, Hewitt, WR, Rodrigue, JR, Ham, JM, et al. Challenges to research and innovation to optimize deceased donor organ quality and quantity. Am J Transpl (2013) 13:1400–4. doi:10.1111/ajt.12243

	Cooper, J, Harvey, D, and Gardiner, D. Examining consent for interventional research in potential deceased organ donors: a narrative review. Anaesthesia (2020) 75:1229–35. doi:10.1111/anae.15039

	Potter, JE, Perry, L, and Elliott, RM. Bereaved family members’ perspectives of their organ donation decision at 3 months post death of the donor-eligible patient in critical care: a dual-method study. Aust Crit Care (2025) 38:101132. doi:10.1016/j.aucc.2024.10.001

	Wicclair, MR. Ethics and research with deceased patients. Camb Q Healthc Ethics (2008) 17:87–97. doi:10.1017/S0963180108080092

	Martin, DE, and Then, SN. Ethical Guidelines for Cell, Tissue and Organ Donation and Transplantation in Australia. Canberra: National Health and Medical Research Council (2025). Available online at: https://www.nhmrc.gov.au/research-policy/ethics/ethical-guidelines-cell-tissue-and-organ-donation-and-transplantation (Accessed June 11, 2026).

	Oveido. Convention for the protection of human rights and dignity of the human being with regard to the application of biology and medicine: convention on human rights and biomedicine (1997). Available online at: https://rm.coe.int/168007cf98 (Accessed June 11, 2026).

	World Medical Association (WMA). WMA statement on organ and tissue donation (2020). Available online at: https://www.wma.net/policies-post/wma-statement-on-organ-and-tissue-donation/ (Accessed June 11, 2026).

	Dominguez-Gil, B, López-Fraga, M, Muller, E, Potena, L, Martin, DE, Pérez Blanco, A, et al. Santander global summit in transplantation: supporting global convergence in the shared goals of sufficiency, transparency and oversight. Transplantation (2024) 109:2–6. doi:10.1097/TP.0000000000005222

	Delmonico, FL, Martin, D, Domínguez-Gil, B, Muller, E, Jha, V, Levin, A, et al. Living and deceased organ donation should be financially neutral acts. Am J Transplant (2015) 15:1187–91. doi:10.1111/ajt.13232

	Martin, DE, Capron, AM, Fadhil, RAS, Forsythe, JLR, Padilla, B, Pérez-Blanco, A, et al. Supporting financial neutrality in donation of organs, cells, and tissues. Transplantation (2024) 109:48–59. doi:10.1097/TP.0000000000005197

	Pirnay, JP, Vanderkelen, A, Ectors, N, Delloye, C, Dufrane, D, Baudoux, E, et al. Beware of the commercialization of human cells and tissues: situation in the european union. Cell Tissue Bank (2012) 13:487–98. doi:10.1007/s10561-012-9323-3

	Lee, S, Cho, MK, Kraft, SA, Varsava, N, Gillespie, K, Ormond, KE, et al. “I don’t want to be henrietta lacks”: diverse patient perspectives on donating biospecimens for precision medicine research. Genet Med (2019) 21:107–13. doi:10.1038/s41436-018-0032-6

	Galasso, I, and Geiger, S. Genetic research and the collective good: participants as leaders to reconcile individual and public interests. J Med Ethics (2025) 51:710–8. doi:10.1136/jme-2022-108867

	World Health Assembly. EB154(7) increasing availability, ethical access and oversight of transplantation of human cells, tissues and organs (2024). Available online at: https://apps.who.int/gb/ebwha/pdf_files/EB154/B154(7)-en.pdf (Accessed August 27, 2025).


Copyright © 2026 Martin, Abbasi, Fadhil, Forsythe, Le Dorze, Locke, Muller, Oniscu, Opdam, Rockell, Siebelink, Then, Tumilty and INTEGRITY Project Collaborator Team. This is an open-access article distributed under the terms of the Creative Commons Attribution License (CC BY). The use, distribution or reproduction in other forums is permitted, provided the original author(s) and the copyright owner(s) are credited and that the original publication in this journal is cited, in accordance with accepted academic practice. No use, distribution or reproduction is permitted which does not comply with these terms.
OPS/xhtml/nav.xhtml
Table of Contents

		Cover

		The INTEGRITY guidelines – ethical guidance for research involving deceased donation and transplantation		INTRODUCTION

		DEVELOPMENT OF THE GUIDELINES		Initial scoping

		Iterative drafting

		Public consultation

		Final validation





		RESULTS OF THE PUBLIC CONSULTATION

		THE INTEGRITY GUIDELINES		Purpose and scope

		Use and limitations of the guidelines

		The core principles		All research activities involving deceased donors should be consistent with respect for the dignity of human beings and their bodies

		Research activities should be designed to provide equitable opportunities for individuals and communities to participate in, contribute to, and benefit from research involving deceased donors

		When designing, conducting, or evaluating a research study, ethical consideration should be given to the interests of all individuals who may be involved in or impacted by the research activities

		Research activities should be designed in ways that safeguard the availability of donated organs, cells, and tissues and ensure equitable access to the benefits of donation and transplantation

		The privacy and confidentiality of personal information relating to deceased donors, donor families, transplant recipients, and, where relevant, healthcare professionals should be protected in all research activities

		All research activities must be conducted transparently and be open to scrutiny, to uphold public trust in deceased donation and in the integrity of research involving deceased donors

		Research activities should promote the autonomy of individuals who may be involved in or impacted by research

		Research activities must respect the prohibition of financial gain in the human body and its parts and uphold the principle of financial neutrality in donation









		CONCLUSION

		DATA AVAILABILITY STATEMENT

		AUTHOR CONTRIBUTIONS

		FUNDING

		GROUP MEMBER OF THE INTEGRITY PROJECT COLLABORATOR TEAM

		ACKNOWLEDGMENTS

		CONFLICT OF INTEREST

		GENERATIVE AI STATEMENT

		REFERENCES









OPS/images/cover.jpg
( ESOT

€ Transplant
International






OPS/images/ti-39-17151-g001.jpg
INTEGRITY Project: Development of Ethical Guidelines

Core Team
Development

13-member core team
assembled
Literature review

& informal consultation.

ESOT Milan
Congress Think Tank

Initial ethical concerns
Identified and need for
guidelines established.

Melbourne
Workshop

Hybrid workshop.
Stakeholder engagement.
Melbourne, Australia.

Collaborator
Team assembled

32-member collaborator
team assembled.
List of considerations
refined & expanded.

ESOT London
Congress

Preliminary draft
reviewed.
Hybrid workshop &
email feedback.

Global Public
Consultation

Online multilingual survey
elicits feedback on draft
from stakeholders

ISODP Kyoto
Congress

Final workshop.
Draft revised in response to
consultation feedback in
collaboration with team.

ve Consultative Pro

April 2026










OPS/images/crossmark.jpg
©

|





OPS/images/logo.jpg
é ESOT

( Transplant
International





