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Background. This report contains recommendations from 1 of 7 domains of the International Donation and Transplantation
Legislative and Policy Forum (the Forum). The purpose is to provide expert guidance on the structure and function of Organ
and Tissue Donation and Transplantation (OTDT) systems. The intended audience is OTDT stakeholders working to establish
or improve existing systems. Methods. The Forum was initiated by Transplant Québec and co-hosted by the Canadian
Donation and Transplantation Program partnered with multiple national and international donation and transplantation organi-
zations. This domain group included administrative, clinical, and academic experts in OTDT systems and 3 patient, family,
and donor partners. We identified topic areas and recommendations through consensus, using the nominal group technique.
Selected topics were informed by narrative literature reviews and vetted by the Forum’s scientific committee. We presented
these recommendations publicly, with delegate feedback being incorporated into the final report. Results. This report
has 33 recommendations grouped into 10 topic areas. Topic areas include the need for public and professional education,
processes to assure timely referral of patients who are potential donors, and processes to ensure that standards are properly
enforced. Conclusions. The recommendations encompass the multiple roles organ donation organizations play in the
donation and transplantation process. We recognize the diversity of local conditions but believe that they could be adapted
and applied by organ donation organizations across the world to accomplish their fundamental objectives of assuring that

everyone who desires to become an organ donor is given that opportunity in a safe, equitable, and transparent manner.

(Transplantation Direct 2023;9: e1440; doi: 10.1097/TXD.0000000000001440.)

rgan donation is a tremendously generous act, and
every year hundreds of thousands of lives across the
world are saved or radically improved through the gift of

organ donation.! Transplantation is the only treatment avail-
able to prolong life for some patients with end-stage organ
failure. For many more, their lives are enhanced through
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the gift of tissue donation. However, the chronic shortage
of organs available for transplant means that thousands of
lives are lost each year.'? More needs to be done to improve
donor awareness and infrastructure to achieve the interna-
tional target of ethical self-sufficiency in each country that
engages in, or aspires to, an Organ and Tissue Donation and
Transplantation (OTDT) system.>’

Achieving self-sufficiency requires designing, implementing,
and maintaining an OTDT system. National and international
consensus documents have described aspects of the roles that
an OTDT system should perform.®!° These and other docu-
ments provide a foundation for stakeholders to create or
improve their OTDT systems.

This document builds on that foundation by specifying the
markers and elements of a safe, fair, and transparent OTDT
system that maximizes the potential for the number of lives
saved through the gift of deceased organ donation.

Two factors motivated the recommendations in this report.
First, new technologies and practices are continuously being
proposed and integrated into OTDT systems, sometimes in
ways that strain existing OTDT logistic or regulatory infra-
structure. This could include the ethical and logistic challenges
of donation after medical assistance in dying (also known as
voluntary euthanasia)''? or the rapidly expanding area of ex
vivo organ support technology.'>'

The other factor was the integration of these recommen-
dations in the International Donation and Transplantation
Legislative and Policy Forum (the Forum; Weiss et al).!* The
goal of the Forum was to create aspirational recommendations
that draw upon international knowledge of OTDT stakehold-
ers from diverse professional expertise, deeply informed by the
experience of patient, family, and donor partners.

This report aims to inform those who plan to establish organ
donation and transplantation capability or improve an exist-
ing system. It will inform those working at a local, regional,
or national level to identify and prioritize improvements while
recognizing the vast international variability in local culture,
legal infrastructure, resources, and other factors that could
impact the uptake of an individual recommendation.

MATERIALS AND METHODS

The process for developing these recommendations has
been published (Weiss et al).'> In summary, we applied nom-
inal group technique consensus building in a series of virtual
conferences between February and September 2021.'¢ Topic
areas for recommendations were identified through consen-
sus, and the subsequent work for each topic was informed
by narrative literature reviews and vetted by the scientific
committee of the Forum. Participants were selected on the
basis of expertise in deceased organ donation administra-
tion, governance, and management, while emphasizing geo-
graphic and professional expertise diversity.

(SDC, Appendix I http:/links.lww.com/TXD/A490) lists
participants and their affiliations. Contributors included: 9
members who held current or past leadership positions in
organ donation organizations (ODOs); 3 patient, family, or
donor partners; 1 transplant surgeon; 2 intensive care special-
ist consultants; 1 nurse; and 2 policy development experts.
Members were recruited from Canada, Australia, the United
Kingdom, the United States, and Germany. All contributors
participated in all stages of the discussion and drafting pro-
cess and are listed as authors.
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Patient, family, and donor partners contributed to all
aspects of the Forum, including each group and the plan-
ning and scientific committees. All participants completed
conflict of interest forms, and none had conflicts with any
for-profit entities. The recommendations were presented
at a hybrid in-person and virtual Forum held in Montréal,
Canada, in October of 2021. Feedback from that Forum was
incorporated into this final version of the recommendations.
Recordings of the Forum sessions are available at https:/
forumtransplantquebec.ca/en.

Although many of the markers of good practice described in
the document can be applied to both living and tissue donation,
the focus of this group was on deceased organ donation. The
Forum included separate working groups for living donation
and tissue. Please refer to separate publications from the Forum
for more detailed recommendations specific to those practices.

RECOMMENDATIONS

The recommendations in this report follow the organ dona-
tion and transplantation care pathway, which is demonstrated
in Figure 1. This pathway includes all the points where an
ODO or other agencies may influence the outcome of a poten-
tial donation and transplantation event.

Recommendations on Organ Donation Supporting
Infrastructure

Recommendations

Recommendation 1: Establish a clear pathway for the
organ and tissue donation and transplantation processes,
with clear roles and accountabilities for actions to be taken
at all stages and supporting governance to monitor adher-
ence to best practice.

Recommendation 2: Establish detailed legislation, guid-
ance, information, and support to clarify the donation
pathway and actions required at each stage, tailored to dif-
ferent audiences (eg, public, patients, families, critical care
teams, ODOs, etc), as well as monitoring systems to ensure
alignment with innovation and best national/ international
practice.

Recommendation 3: Establish open and transparent sys-
tems to support clinical and public confidence in OTDT.

Recommendation 4: Establish methods and processes for
timely, standardized data collection and sharing to inform
improvements in successful clinical outcomes, safety, and
performance.

Recommendation 5: Invest in research and innovation
at all stages of the care pathway, including continuous
improvement of practices and processes.

Recommendation 6: Provide the necessary resources to
support all stages of the care pathway to effectively operate
at any time, on any day of the year.

An effective donation system relies on a range of supporting
infrastructure measures, which cover several stages of the care
pathway. The components of this infrastructure are described
in multiple publications and the published structures of high-
performing OTDT systems.

Markers of Best Practices in Supporting Infrastructure
Professional Education

Standardized training'” and education programs are pro-
vided to all healthcare professionals involved in the OTDT
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FIGURE 1. The donation and transplantation care pathway.

care pathway to inform the clinical service and ensure adher-
ence to current best practices.

Roles, Accountability, Legal Authority, Governance

Clarity is provided at all stages of the care pathway
about roles, responsibilities, and accountability at the local,
regional, and national levels, with a clear legal basis.®%!®
When setting roles, consideration is given to potential con-
flicts of interest (eg, transplant surgeons are not responsible
for confirming brain death or withdrawing life-sustaining
measures). '8!

Accountability includes safety, quality assurance, quality
improvement, and regulators. Some aspects are foundational
responsibilities of all systems, including traceability of organs
and patients to limit abuses such as organ trafficking.* In con-
trast, others are required for systems hoping to improve practice,
such as potential donor audits.?> Accountability is inexorably
linked to data collection and reporting, as discussed below.

Frameworks and Best Practice Guidelines

Clinical, legal, and ethical guidelines are publicly available
to inform clinical decision-making.?*>* Given that donation is a
low-frequency, high-impact event, these best practice guidelines
provide guidance to clinical stakeholders who may have limited
regular interactions with donors. This guidance also informs
actions across the jurisdiction of the ODO. Publication of this
guidance maintains public and clinical confidence in the system.

Collaboration

Effective working relationships between stakeholders at
all stages of the care pathway provide seamless care for the
patient, family, and the donor. In most areas, a key role of
an ODO is to facilitate close collaboration between clinicians
responsible for the identification and maintenance of patients
who are potential donors and the organ recovery and trans-
plant teams.?* On a system development level, ODOs also
coordinate local, regional, national, and international experts
to generate and share new research and best practices.

Resources

Hospitals acknowledge that organ donation and trans-
plantation activity is unpredictable, and commit to providing
timely access to the right resources. This includes resources to

POTENTIAL \/ \ ' RECOVERY /" \/\
EDUCATION \/\ DONOR CLINICAL TRANSPORT CASE
(Public & HCT) EVALUATION - PRESERVATION FOLLOW UP

MANAGEMENT
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support the clinical donation process (eg, human resources,
beds, theater, equipment, data, guidance, etc), public aware-
ness activity and registries, funding for innovation, preserva-
tion at the time of retrieval, rapid clinical or ethics advice for
challenging situations, etc.

Data Collection and Reporting

Agreed data sets are available across the care pathway,
which drives decision-making, action, and improvements.
Although these data can be useful to clinicians when stored
locally, the true value of data in driving performance improve-
ment is gained when comparisons can be made between cent-
ers and jurisdictions. National data systems such as those in
the United Kingdom,”” United States,”® and Canada® are
structured to report timely, accurately, and easily to indicate
areas of potential improvement or identify high-performing
centers that could share practices more broadly. International
databases such as the Global Observatory on Donation and
Transplantation' allow for observations between countries
over longer time frames. There are also mechanisms in place
to ensure that data can be safely and legally stored. For more
information, please refer to Legal Foundations of the Forum
(Toews et al).*®

Whatever data system is in use, outcome measures are
required that carefully define and are consistent with the goals
of the ODO, the larger healthcare system, and societal expec-
tations. A recent literature review identified multiple outcome
measures that OTDT systems reported when defining quality
and recommended that quality should be defined holistically
throughout the OTDT pathway.?!

Innovation

Opportunities to identify and deliver innovation and
research are provided throughout the care pathway to sup-
port continuous improvements in care and the number and
quality of organs available for transplant and, therefore, the
number of lives that can be saved.

As detailed in the Baseline Ethical Principles (Gardiner et al)®?
and Research and Innovation domains (Escoto et al),?® innova-
tion is not only appropriate but necessary. Furthermore, innova-
tion benefits from coupling with evaluative procedures to ensure
efficacy and adherence to ethical standards.
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Public Education and Awareness

Recommendations

Recommendation 7: Establish effective governance of the
care pathway, to support public confidence in the system.

Recommendation 8: An organ donor registry (opt-
in or opt-out or a hybrid thereof) will enable individuals
to formally record their donation decision and informs
the donation team before the discussion with the family.”
However, although registry supports public awareness, it is
not essential.

Recommendation 9: Awareness strategies are essential
for educating and informing the public. Providing com-
munications strategies, aligned to national campaigns and
tailored to different audiences (eg, faith/ beliefs; cultural;
age), will support messaging to different communities.
Campaigns that promote individuals sharing their decision
with their families are effective, as families will always be
approached and are more likely to support donation if they
knew their loved ones’ decision.

Public education and awareness programs are an important
method to change culture and create broad societal support for
organ and tissue donation.’* Although the promotion of dona-
tion awareness is a primary objective of public relations, ideal
systems are able to respond to public scrutiny, particularly if
an event occurs that could negatively impact public confidence
in the system. Further details of public outreach regarding
intent to donate registries are available in the Consent Models
and Emerging Legal Issues domain report (Walton et al).?

Markers of Best Practices in Public Education and
Awareness

Transparency, especially for any events that may impact the
real or perceived safety or fairness of the donation system,
is vital to maintaining public trust. Although rare, scandals
involving donation systems arise, and these events can pro-
foundly impact trust in OTDT activity.>® This is in addition to
the constant threat of transplant tourism-related ethical viola-
tions.?” Transparent, accountable systems will have resources
available such that the public can be confident that any viola-
tions of safety or ethical principles will be quickly identified
and the system modified to respond to underlying factors that
could have created the conditions for such a violation.

When developing approaches to public awareness, con-
sideration is given to dispelling myths and misconceptions,
which are frequently cited as reasons to not register intent to
donate’*%%; encouraging people to register their decision and
to also inform their family of their organ and tissue donor
wishes*; and ensuring that family is aware of the possibil-
ity of organ donation discussion as part of end-of-life care,
which can decrease feelings of surprise that these discussions
can provoke during the shock of the loss of a loved one.*!

Tailoring public awareness campaigns to different audi-
ences and considering cultural differences provides the great-
est impact and best outcomes. Work is undertaken to identify
and address any concerns/myths regarding the donation and
transplant process, with community and faith leaders taking
an active role in raising awareness at local levels (eg, commu-
nity events, schools, places of worship, etc).*>*

Campaigns also encourage the public to consider and record
their donation decision. This requires collaboration between
ODOs and all professions that contribute to end-of-life care
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planning, including but not limited to palliative care, wills,
and personal directive planning.

Potential Donor Identification, Referral, and the
Determination of Death

Recommendations

Recommendation 10: Establish systems to identify and
support the early referral of potential donors.

Recommendation 11: Establish a potential donor audit of
all deaths, which monitors adherence to best practices and
identifies missed opportunities, with continuous improve-
ment supported through feedback to hospital clinicians.

Recommendation 12: Ensure that determination of
death using neurological or circulatory criteria accords with
established national/regional/jurisdictional  professional
standards, complies with legal frameworks, and is reliably
performed so that health professionals and the public have
trust and confidence in the process.

Recommendation 13: The healthcare professional(s) who
perform(s) the death determination of a specific patient can-
not be involved in allocation, recovery, and transplantation
procedures of the donated organs from that donor.

As outlined in the Legal Foundations domain (Toews et
al),>® OTDT legislation includes mandatory referral to dona-
tion services for all people who may imminently become
potential deceased organ donors. However, confirmation of
compliance with such legislation depends on systems and pro-
cesses in place to ensure that all potential deceased donors are
identified and referred.

Markers of Best Practices in Donor Identification and
Referral

A referral occurs sufficiently early to ensure that there is
time to facilitate donation, which includes obtaining consent,
undertaking donor assessment, and coordinating the logis-
tics of donation.?*-#¢ In the absence of an absolute medical
contraindication for donation (eg, metastatic cancer), referral
leads to the approach to the family of the patient who is a
potential donor, as described in detail below.

Early notification to donation services—usually the ODO—
of all potential donors once there is medical consensus that
death is likely enables the following;:

» Assessment of donation suitability in all instances with the
timely identification of potential organ donors and avoid-
ance of missed donation opportunities.

 Provision of advice about medical suitability for organ, eye,
and tissue donation.

e Planning for family communication about end-of-life
choices, including involvement of donation specialist staff
to ensure that family communication about donation is
undertaken according to best practices.

* Provision of expert advice about donor medical man-
agement that can be important in preserving donor suit-
ability and optimizing donation and transplantation
outcomes.*”

Reliable mechanisms for the routine, timely notification
of donation services are in place (eg, “clinical trigger” crite-
ria). Collaboration between donation services and hospitals
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are essential to ensure consistent, transparent, and timely
referral practices within intensive care units and emergency
departments.

Compliance with these referral policies is audited through
a recurring retrospective medical record audit of all deaths.*
Regular and timely feedback to hospital clinicians in the form
of case reviews of “missed donors” or late referrals, along with
statistical reporting using key performance indicators, supports
learning and adherence to best practice.* The exact format of
the feedback to be given is adapted using current best prac-
tices regarding audit and feedback strategies adapted to local
conditions.*»%

For further information on the legal requirements and con-
siderations for referrals, refer to Legal Foundations of the
Forum (Toews et al).*°

In nearly all OTDT systems, ODO personnel are
expressly prohibited from determining death in an individ-
ual patient.'$2%5! ODOs, however, often provide guidance in
the generation of clinical protocols to confirm the death of a
patient who is a potential donor.’%3

In jurisdictions that lack a legally mandated definition
of death but instead rely on best medical practice, these
documents often become the de facto legal definition of

death.

Markers of Best Practices in the Determination of
Death

The processes and tests required to diagnose death are
based on established criteria and comply with legal frame-
works, including in the context of both deceased organ and
tissue donation. Recommendations regarding the legal defini-
tion of death are included in the Legal Foundations of the
Forum (Toews et al).?°

The jurisdiction’s legal framework will set the baseline
framework for death determination. Legal definitions vary
substantially across the world, including explicitly whole brain
criteria (eg, the United States and the Uniform Determination
of Death Act) or only brain stem (United Kingdom). Whatever
the legal definition, however, best practice would be for medi-
cal professionals to define the specific clinical or paraclinical
examinations and tests that will be used to determine compli-
ance with the law. These tests will change over time as the
scientific understanding of brain function expands, and new
testing modalities become available, such as the brain health
index. Integration of recommendations from existing national
and international protocols for the determination of death
according to neurological or circulatory criteria, which expert
groups have developed, are available to clinicians and inform
clinical practice.!¥*5¢

The process for death determination is reliable, transpar-
ent, and performed at the highest standard to ensure health
professionals and the public have trust and confidence in the
process.’” Clinicians responsible for death determination are
familiar with the processes and have received appropriate and
ongoing training.

Roles and accountability are clear to maintain confidence
in the donation system and remove any perceived conflicts
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of interest. The healthcare individual who undertakes the
procedures to determine death and make decisions about
withdrawal of life-sustaining treatment is not involved in
the decisions regarding the allocation and transplantation of
any donated organs from the potential donor or the surgical
retrieval of any donated organs.

The processes and tests required to diagnose death
are based on established criteria and comply with legal
frameworks, including in the context of deceased tissue
donation.

Potential Donor Evaluation

Recommendations

Recommendation 14: Critical care, organ donation,
and transplant teams collaborate to explore the potential
donor’s medical history, evaluate the risk of disease trans-
mission, and to determine whether organs are safe for
transplantation.

Recommendation 15: Privacy laws and regulations allow
for the exchange of patient information within the critical
care and organ donation teams and administrators before
consent for donation is obtained to enable potential donor
evaluation.

Markers of Best Practices in Potential Donor
Evaluation

Guidance regarding contraindications to donation is available
to ensure the safety and viability of organ donations. **%¢ This
framework includes guidance on assessing for risk of disease
transmission and determining individual organ functional suit-
ability for transplantation.®! Initial assessment of the donation
potential against this guidance is undertaken before approach-
ing families. This ensures that families are not inappropriately
offered donation where there exist absolute contraindications to
donation.’ In such circumstances, it may be helpful to raise the
topic of donation with families to explain why it is not possible,
particularly where the person had conveyed willingness to be a
donor through a register or other means.

Once initial interest to pursue donation is confirmed by the
patient or family, a thorough health, lifestyle, and travel his-
tory of the donor is obtained to help assess any risks. This
includes obtaining past medical records and speaking to fam-
ily. Further, a clinical examination is performed, and labora-
tory and imaging tests are undertaken for safety, suitability,
and matching purposes.

Critical care, organ donation, and transplant teams col-
laborate, with advice from specialist experts where appropri-
ate regarding specific disease risks, to explore the potential
donor’s medical history and to identify any potential issues
with the safety or efficacy of any donated organs.

Consultation with donation services regarding donation
feasibility and medical suitability reduces the effect of clini-
cian bias or lack of knowledge regarding particular forms of
donation, which has been reported in surveys to be a leading
cause of physician nonreferral.’660:62
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Family Approach and Authorization

Recommendations

Recommendation 16: The physician caring for the
patient informs the family of the grave prognosis and/or
declaration of death by neurological criteria (brain death),
before approaching for organ donation.

Recommendation 17: Organ donation is not raised at the same
time as the discussion of the patient’s prognosis, and the request is
ideally “decoupled” from the news of the patient’s demise.®®

Recommendation 18: Before approaching a family, the
patient’s donor registry status is checked. If the patient is
on the registry as an intended organ donor, the conversation
informs the family of the individual’s decision to donate,
rather than ask permission.

Recommendation 19: Families are approached by some-
one with the training and skills in the donation discussion,
adhering to their jurisdiction’s agreed-upon guidelines and
best practices.®*

Recommendation 20: Discussion with the family needs to
include the options for organ and tissue donation and research
to maximize the potential benefit from every donation.

Recommendation 21: Families are given sufficient infor-
mation, support, and time to reach a decision.

The families play a vital role in the donation process, and where
there are no absolute contraindications, best practice is that fami-
lies are always approached to discuss the option of donation.®¢®

Markers of Best Practices in Approaching the Family
of Potential Donors

The family is always involved in the donation discussion.®”7?
There are clear roles, accountability, and processes in place to
ensure that families of potential donors are approached in a
timely way by professionals with the necessary training and
insights.” Healthcare professionals responsible for approaching
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families are provided with regular training and resources (eg,
video, coaching, role-plays) and best practice guidance.”

To support them in their decision, the family is given the
time needed to enable them to understand that their loved one
is unable to survive their injury and that any further treatment
is futile.”>”>78 In very rare cases, a patient is conscious and will
be able to give first-person consent for organ donation.” The
family is supported with information and assistance in mak-
ing a decision, without coercion, that is aligned with their and
the potential donor’s wishes and beliefs and for the benefit of
potential recipients and medical research.

The donation discussion includes an exploration of all the
donation options available, including organ and tissue dona-
tion. Where organs may not be suitable for transplantation,
the option of donation for research purposes is offered.®0-%2

No compensation is offered to families to secure authoriza-
tion for donation.®%%

Figures 2 to 4 outline potential guides and pathway for
family communication in the US context, which is included in
the donation after circulatory death, neurological determina-
tion of death, and tissue donation scenarios.

Clinical Management of the Donor

Recommendations

Recommendation 22: Establish national or regional
guidelines with clear algorithms to manage the potential
organ donor in critical care (after death determination or
decision for withdrawal of life-sustaining measures and con-
sent for donation).

Recommendation 23: Access to guidance/advice on
individual cases 24h a day, 7 d a week, regarding donor
management will support optimizing donation potential.
Maximizing organ function requires specialized knowledge
and resources, and the hospital and/or ODOs support this

process.

Family Communication and Donation Conversation: A Process Not An Event

i

Physician gives family grave prognosis

Throughout
Physician lets family know clinical interventions the donation
not having the desired impact oo

with the
Patient appears brain dead (BD). Physician Jordly, grief
prepares family for BD testing and news of BD support and
attention to
family needs

Family is given the news of Brain Death - -

is continued

HCT Ensures Family Understands
Brain Death is Death

STOP

Questions and Answers
Ideally, donation is not mentioned
Decoupling: create “space” before donation conversation
Donor Registry Accessed

Informs family of need for donation, potential impact of s:

Family decision is “YES”
Legal Next OF Kin (LNOK) Signs

Family thanked and provided
information on how the donation
process will unfold and what to

exnect

Trained professional (e.g., ODO specialist, critical care physician)
offers donation to the family

for their loved one

Checks for questions, explores concems, assesses understanding

Family makes an informed, proactive, enduring decision

After receiving full information,

Family says “NO

Family thanked for considering
donation and grief support and
family support continue

Plan for closure, final needs, follow up and aftercare

(Image: courtesy Gift of Life Donor Program)

FIGURE 2. Family communication and donation conversation. ODO, organ donation organization.
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Potential Organ Donor PATHWAYS

ROUTINE REFERRAL All Vent-Dependent Patients With A Non-Recoverable Neurological Injury

Donation after Brain
Death (DBD)

* Exam consistent with brain death

* Support family through grave prognosis
* Death determined by neuro criteria

* Ensure family understands death has occurred
* Approach family about donation options
(ODO Staff and Care Team)

* Support family through informed decision-making process
* Support patient during organ evaluation & allocation

« Patient transferred to OR
* Surgical recovery of organs and tissue

(Image: courtesy Gift of Life Donor Program)

Donation after Circulatory
Death (DCD)

* Exam Not consistent with brain death
» Care Team / Family discuss grave prognosis & withdrawal of
life sustaining therapies

* Ensure family understands grave prognosis
* Approach family about donation options
(ODO Staff and Care Team)

* Support family through informed decision-making process
* Support patient during organ evaluation & allocation

= Patient transferred to OR/Withdrawal of life support
* Death determined by cardio-pulmonary criteria

* 5-minute waiting period observed

* Surgical recovery of organs and tissue

FIGURE 3. Potential organ donor pathways. ODO, organ donation organization; OR, operating room.

Effective donor management will stabilize the potential donor
and optimize the number and quality of organs for transplantation.®

Markers of Best Practice in Donor Management

Care for potential donors is provided at the same level as
the care given to any other patient and rapid treatments for
supporting successful donation are available as appropriate.

National clinical, legal, and ethical guidelines exist for the
medical management of neurologically deceased potential
donors and donation after a circulatory determination of
death from the time of consent for donation to the transfer
of the potential donor to the retrieval team.® To ensure that
local Donor Management guidelines are current and evidence
based, there are regular reviews and benchmarking against
national and international practices, guidelines, and policies.®

If the legal and medical system support organ donation
after medical assistance in dying, then the organ donation sys-
tem also requires guidelines to support the management of
those potential donors.!*”

Matching and Allocation of Organs

Recommendations

Recommendation 24: Provide clear rules and guidance
regarding the safe, fair, and equitable allocation of donated
organs and tissues, including roles, responsibilities, account-
abilities, and governance structures for each action.

Recommendation 25: Ensure timely access to diagnostic
services to support donor assessment and inform the organ
offering and allocation processes.

Recommendation 26: Establish legislation and guid-
ance to support the secure sharing of data between organ
donation, recovery, and transplant teams to support prompt
decision-making.

Effective matching and allocation systems®”#® are vital for
ensuring that organs are transplanted in a safe, equitable man-
ner®” and reduce the risk of a further transplant being required
in the future. Allocation balances multiple competing priori-
ties, including medical efficacy, equity, and respect for human
rights.

Placing the responsibility for the offering and allocation
of organs and the development of supporting guidance
with ODOs removes the risk of bias at individual trans-
plant centers. Keeping the guidance and policies under
regular review®”* and published with open access helps to
maintain public and clinical confidence in the system and
helps ensure that they are in line with best clinical practice
and provide fair opportunities for those on the transplant
waiting list.

The increasing use of artificial intelligence will have an
impact on offering and allocation processes in the future.
Careful monitoring of these new systems will support iden-
tification of where improvements could be made, particularly
regarding where there may be evidence of potential bias in the
programming.

Markers of Best Practice in Matching and Allocation
of Organs

Guidance is available to inform the clinical decisions
regarding the matching and allocation of organs, taking clini-
cal and ethical considerations, and ensure a safe, efficient,
effective, and equitable process.” This also includes clear
guidelines, roles, and accountabilities in place to support
the referral and assessment of patients for transplantation.
Patients considered suitable for transplantation are placed on
a national waiting list, which is accessed during the alloca-
tion process.
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Donation Pathways: Tissue vs. Organ

Cardio-Respiratory Death

Loss of cardiac function

Non-Recoverable Brain Injury/lliness

Irreversible loss of all brain & brain stem
function in absence of metabolic or
pharmacologic inhibitors , OR

NS

Loss of respiratory function

S

POTENTIAL TISSUE DONOR

Eye/Cornea, Heart Valves, Skin, Bone,
Saphenous Veins, Ligaments, Tendons

(Image: courtesy Gift of Life Donor Program)

FIGURE 4. Donation pathways: tissue vs organs.

The allocation system should minimize bias and maxi-
mize equity of access and organ utility. The ODO is
responsible for organ offers, and processes for allocation
should be transparent, equitable, and audited for qual-
ity assurance. There are clear roles, responsibilities, and
accountability defined in legislation, where appropriate,
along with the matching and allocation care pathway.
Regular assessments against best practices highlight any
areas for improvement, with regular reports being pub-
licly available.

Before transplantation, patients and their caregivers
are provided with information to help them consider,
in discussion with their clinicians, the levels of risk that
they would be willing to accept regarding offered organs
(eg, organs from donors at increased risk of blood-borne
viruses such as HIV and hepatitis C). These decisions are
captured as part of the patient record and shared securely
as appropriate to inform the offering and allocation
processes.””

The infrastructure and resources support the timely match-
ing and allocation—for example, through the availability of
laboratory services for tissue typing and automated algo-
rithms. To maximize transplant opportunities from all poten-
tial consented donors, systems are needed to track organs
from donors who are at increased risk for transmitting dis-
ease, and the patient is made aware of the risks and the oppor-
tunity to receiving such an organ.

The data supporting medical efficacy are constantly evolv-
ing and requires close attention by multidisciplinary teams. The
role of the ODO is to ensure that these changes happen in an
open and transparent manner with adequate public input and
oversight.

N

Family is discussing withdrawal of
life-sustaining measures (WLST)

S

POTENTIAL ORGAN & TISSUE DONOR

Heart, Lungs, Liver, Pancreas, Intestine,
Kidneys, and Tissues

Organ Recovery, Preservation, and Transportation

Recommendations

Recommendation 27: Establish recovery, transport,
transplant teams, and hospital services that are available
24h a day, 7 d a week to support the timely recovery and
transplantation of donated organs, and that liaise closely
with the donation teams to ensure that organ donation
potential can be maximized and any issues/risks are identi-
fied, shared, and managed.

Recommendation 28: Machine perfusion may be used
to improve organ quality and organ recipient outcomes, as
well as to assess organ performance.

Organ recovery only commences after confirmation that the
donor has died and that there is consent for donation in place.

Markers of Best Practices for the Organ Retrieval,
Preservation, and Transportation

Close cooperation between the ODO, transplant center,
retrieval teams, transport teams, and the donor hospital is
established, with a central point of command (usually the
ODO or donor coordinator) to ensure the timeliness and effi-
cacy of the process.”!

There are agreements between the donating hospital and
retrieval teams regarding roles and responsibilities. This includes
the requirement for donor hospitals to provide operating theat-
ers with appropriate facilities and personnel whenever organ
retrieval activity is required, what specialist equipment will be
provided by the retrieval teams, timings for the retrieval team to
arrive at the donating hospital, the method of preservation to be
used, and documentation to be completed and submitted.
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Fully trained teams for abdominal and cardiothoracic
organ retrieval are available at all times. There is clarity
regarding whether transplant teams will retrieve organs them-
selves or whether national or regional organ retrieval teams
are in place to travel to perform the retrieval.”? Clear guidance
and protocols are available regarding the clinical retrieval and
organ preservation processes against which retrieval teams
are trained.”

Transportation of organs is done as quickly as possible,
using road, rail, or air travel, as appropriate, with protocols
in place regarding packaging, responsibility for transport, and
effective tracking mechanisms.**

Alternatives to Deceased Donation Transplantation
Quality Assurance
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Case Follow-up and Postdonation Family Care

Recommendations

Recommendation 31: Communication of case outcomes
to relevant stakeholders, including donor family and donor
hospital care teams, enables ongoing improvements in care
and supports public and clinical confidence in the system.

Recommendation 32: Establish ongoing support for
donor families, transplant recipients, and caregivers, rec-
ognizing that caregiver support is a component of the
posttransplant outcome and supports improved patient
outcomes.

Recommendation 33: Establish policies for communi-
cations between donor families and organ recipients com-
munications, including a confidentiality clause, based upon
local legal requirements and cultural values.

Recommendations

Recommendation 29: The establishment of living donor
programs will maximize the potential for transplantation.
Active research programs may be developed to identify
alternative approaches in the long term (eg, stem-cell thera-
pies, regenerative medicine, xenotransplantation, etc)

Recommendation 30: Short-term and long-term recipient
follow-up is essential for the health of the recipient to moni-
tor the efficacy and outcomes of the organ transplant and
identify areas for improvement.

The operations of an individual hospital-based transplant
program are outside the scope of this report.

However, high functioning OTDT systems integrate liv-
ing donation programs.” Although international guid-
ance and recommendations strongly support attempts by
jurisdictions to meet their goals of self-sufficiency through
deceased donation, the reality of most OTDT systems
is that this need cannot be met without supplementation
from living donation. Living donation is discussed in detail
in a separate publication from the Forum and poses issues
related to exploitation and transplant tourism not directly
addressed in this report.

High-functioning OTDT systems also integrate ODOs and
other agencies responsible for allocation lists, particularly
in the context of paired exchanges, and carefully coordinate
waiting lists and allocation algorithms to ensure a lack of
errors or abuses between the 2 systems.

Alternative sources of transplantable organs are currently
being developed and tested, including xenotransplantation or
laboratory-grown organs.”®”” These methods will pose new
challenges outside the current regulatory scope of most OTDT
systems, including questions of equitable access to expen-
sive new methods. Effective OTDT systems anticipate these
changes and create regulatory frameworks before implement-
ing these developing technologies.

As mentioned in the section on infrastructure recom-
mendations, a comprehensive data system is a fundamental
requirement of OTDT quality assurance. This system benefits
from the inclusion of tracking of short-, medium-, and long-
term transplant outcomes using agreed-upon metrics that are
linked to the donor. Doing so will allow for improvements
in posttransplant care and research into donor selection and
management that could lead to improved donor management
and even expanded donor pools.”

Case follow-up is essential to ensure the efficacy and safety
of the donation and transplantation service. This includes
monitoring the outcomes of transplanted organs and provid-
ing care and support to the donor family.

Markers of Best Practices in Effective Service for Case
Follow-up and Donation Family Care

Stewardship of the gifts of donation is a founding principle
that protects and honors donors and their gifts. ODO prac-
tices, policies, and guidelines ensure consistency and safety
in communication between all parties involved in donation
during and after the process, establish trust, and provide a
transparent base to advance donation.

ODOs have meaningful and ongoing processes to honor
and respect the gifts of donors both at the time of donation
and for extended time periods. Events and programs (such as
donor family gatherings, forums for families to communicate
and public art to honor the legacy of donors) provide ongoing
support to donor family members, allow for the legacies of
donation to be promoted, and build community among donor
families.”

The ODOs have clearly defined processes in place to facili-
tate anonymous communication between donor families and
transplant recipients, provided that both parties are willing.
This provides meaningful connection and sense of gratitude
and legacy for both recipients and donor families.!®

CONCLUSION

Establishing a safe, effective organ donation and trans-
plantation system is complex and requires close collaboration
across multiple teams, with the resources in place to ensure
that an individual’s wish to be a donor is honored and no
opportunity for a safe transplant is missed.

Developing or improving a donation system is complex,
takes time, and there are differences in approach, legislation,
and requirements among and within countries. This docu-
ment outlines some key elements of an effective system, any
one of which will deliver improvements but when >2 elements
are combined, the impact on donation and transplantation is
strengthened.

Regional or national systems that implement these rec-
ommendations do so in a systematic, intentional, and
thoughtful manner and measure and evaluate the impacts
of the changes in their OTDT system. The outcomes of these
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evaluations and lessons learned within a region or coun-
try are shared honestly and openly with the international
OTDT community so that everyone can learn and improve
their systems for the benefit of staff, patients, and families.
Opportunities for innovation and research, including con-
tinuous improvement of practices and processes, are essen-
tial for driving improvements in the quality of care, as well
as the number and quality of organs that are available for
transplant.

The global OTDT community is a small yet dedicated and
resourceful group of professionals, and close collaboration
is essential to share learning. In drafting this document, the
authors have sought to collate expertise about developing a
donation system—both for those who are seeking to build
or develop a donation system and for those with an exist-
ing advanced system to explore where there may be unmet
need. The authors hope that this supports further national
and international collaboration, using webinars, workshops,
and conference so that as many lives as possible can be
saved or radically improved through the gift of donation and
transplantation.

Appendix 1 (SDC, http://links.lww.com/TXD/A490) shows
Committee Members and their affiliations.
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