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Background. Consent model and intent to donate registries are often the most public facing aspects of an organ and
tissue donation and transplantation (OTDT) system. This article describes the output of an international consensus forum
designed to give guidance to stakeholders considering reform of these aspects of their system. Methods. This Forum
was initiated by Transplant Québec and cohosted by the Canadian Donation and Transplantation Program partnered with
multiple national and international donation and transplantation organizations. This article describes the output of the con-
sent and registries domain working group, which is 1 of 7 domains from this Forum. The domain working group members
included administrative, clinical, and academic experts in deceased donation consent models in addition to 2 patient, family,
and donor partners. Topic identification and recommendation consensus was completed over a series of virtual meetings
from March to September 2021. Consensus was achieved by applying the nominal group technique informed by literature
reviews performed by working group members. Results. Eleven recommendations were generated and divided into 3
topic groupings: consent model, intent to donate registry structure, and consent model change management. The recom-
mendations emphasized the need to adapt all 3 elements to the legal, societal, and economic realities of the jurisdiction of
the OTDT system. The recommendations stress the importance of consistency within the system to ensure that societal
values such as autonomy and social cohesion are applied through all levels of the consent process. Conclusions. \We
did not recommend one consent model as universally superior to others, although considerations of factors that contribute
to the successful deployment of consent models were discussed in detail. We also include recommendations on how to
navigate changes in the consent model in a way that preserves an OTDT system’s most valuable resource: public trust.

(Transplantation Direct 2023;9: e1416; doi: 10.1097/TXD.0000000000001416).

he consent model and intent to donate registry employed
by an organ and tissue donation and transplantation

(OTDT) system is often subject to scrutiny and debate from
the general public and nondonation professional stakeholders.
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Encouragement to register a decision to donate is often the
most public facing aspect of an organ donation organization
(ODO), and the implications of different models as how they
either may impact potential availability of organs for trans-
plant or conceivably impact personal liberties are vigorously
debated in the lay press, bioethics literature, and political
arena.'* An understanding of the advantages and disadvan-
tages of these models, however, must commence with an
understanding of the fundamental ways in which consent for
deceased organ and tissue donation is distinct from consent
for other medical interventions.

Regardless of a registered decision to donate, most people
will not be a deceased organ donor because of specific clinical
criteria that must be met at the time of death.’ Nonetheless,
the populations in countries with developed organ donation
programs are routinely solicited to express a decision regard-
ing consent for this uncommon possibility. Antemortem first-
person consent for an unlikely postmortem event is ideally
sought because, in deceased donation situations, the person
who is a potential donor will be incapacitated and unable to
provide first-person consent when donation becomes possible.
If no recorded decision regarding donation exists, the treating
team and donation professionals are required to determine
the likely intent of the potential donor through conversations
with the family or other surrogate decision-makers (SDMs).

In this article, we will adopt the UK Donation Ethics
Committee definition for family (albeit family, relatives, and
SDMs are used synonymously) and shorthand for both “fam-
ily members” and “family and friends” in the clinical context.
However, it is important to remember that the family is not
a singular unit but rather composed of various individuals
whose knowledge of the deceased and opinions concerning
donation may differ. Furthermore, patients’ friends may also
be highly relevant to the consent process in deceased organ
donation.®

Consent models made up of various combinations of leg-
islation, donor registries, and policies generated by ODOs
and tissue authorities have been employed. There is no
global consensus regarding the benefits of one model over
another; however, there has been a trend toward introduc-
ing opt-out legislation in recent years, albeit with an incom-
plete body of evidence to guide decision-making available.”
Produced in the context of the International Donation and
Transplantation Legislative and Policy Forum (Weiss et al®),
the domain described in this article is focused on recommen-
dations on consent models and intent to donate registries.
The primary audience for this work is stakeholders who are
responsible for defining and implementing the deceased dona-
tion consent model for the OTDT system in their jurisdiction.
Recommendations focus on both aspects of consent mod-
els—including how people register their consent—and recom-
mendations regarding the implementation of system changes.
Because the consent model applied in a jurisdiction is tightly
linked to intent to donate registries, we have included recom-
mendations for both the choice of consent model and regis-
tries within this domain.

MATERIALS AND METHODS

The details of the process used to generate these recom-
mendations are included in the accompanying introduction
and methods article (Weiss et al®). Mr. Walton was invited
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by the Forum steering committee to lead this domain
group, and he subsequently invited participants based on
their expertise in the field of deceased donation consent,
with an emphasis on geographic and professional diver-
sity. Appendix I (SDC, http:/links.lww.com/TXD/A491)
lists domain participants and their affiliations; all work-
ing group participants are listed as authors in this article.
This working group included deceased donation medical
and administrative leaders who led changes in consent
models in the United Kingdom (P.W.), Canada (S.B.), and
Brazil (D.S.). Other members were invited based on their
published administrative, legal, and academic interest in
deceased donation consent models (A.G., A.P.-B., M.J.W.).
Patient, family, and donor partners were incorporated into
all aspects of the Forum, including 2 in this domain work-
ing group (K.J. and J.K.).

Conflict of interest forms were completed by all partici-
pants, and none had conflicts with any for-profit entities.
The majority of the Forum funding was from the Provincial
Government of Québec, with additional in-kind or cash fund-
ing from nonprofit research and professional organizations
and Canadian Blood Services.

The recommendation development process involved the
application of a nominal group technique of consensus build-
ing, applied over a period of February to September 2021 in a
series of virtual conferences. Once consensus around topics to
be included in the domain was finalized, topics were assigned
to working group members who performed narrative reviews
of the literature as described in the introduction and methods
article (Weiss et al’). This was aided by a common, web-based
reference manager file that included references from this and
related domains. Recommendations were iteratively developed
over 5 consensus meetings and e-mail exchanges—including
presentation to the broader Forum group and the scientific
committee—before being presented at the hybrid in-person
and virtual Forum held in Montréal, Canada, in October of
2021. Feedback from that Forum was incorporated into this,
the final version of the recommendations. Recordings of the
Forum sessions are available at https://forumtransplantque-
bec.ca/en/

INTENDED AUDIENCE AND APPLICATION

The goal of the Forum and this domain was to create aspi-
rational recommendations that could help guide worldwide
OTDT system stakeholders to improve laws and policies that
govern donation and transplantation. We acknowledge the
vast diversity of OTDT systems and the jurisdictions in which
they exist. Multiple factors, including the resources of the
OTDT system, structure of healthcare delivery, overarching
legal frameworks, and cultural and religious values, will influ-
ence an individual system’s capacity and desire to incorpo-
rate these recommendations. Recognizing this diversity, these
expert consensus statements of principles are informed by the
expertise of the panelists and the available published litera-
ture, and we believe they can be used in whole or in part to
improve global OTDT services.

Consensus Scope and Topics

After the NGT process, the domain working group con-
sidered 3 topic areas to be relevant. The first was the choice
of consent model in a jurisdiction. Additionally, because the
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architecture of an intent to donate registry is dictated by the
choice of consent model, topics related to intent to donate
registries were also included. Finally, jurisdictions who alter
their consent models are then faced with substantial change
management challenges. These change management issues
can range from bedside professionals to administrative
OTDT stakeholders, to the perception of the general public.
Considering the importance of these issues in implementa-
tion of any new consent model, we considered it pertinent to
include consent model-specific change management issues in
their recommendations.

Recommendations
Recommendation 1

We recommend that the choice of consent model for
a jurisdiction be guided by a broad public consultation
between donation stakeholders and the general public that
includes the following:

a. Consideration of prevailing values and culture of that
jurisdiction

b. Existing donation and health laws

c. OTDT infrastructure

d. The commitment to support a model with the needed
resources that will maximize donation and transplantation
activity

Consent is the cornerstone for ensuring the protection of
people who are potential deceased donors. The World Health
Organization’s (WHO’s) guiding principles for donation
define the conditions for consent for deceased donation as fol-
lows: “Organs may be removed from the bodies of deceased
persons for the purpose of transplantation if: (a) any consent
required by law is obtained, and (b) there is no reason to
believe that the deceased person objected to such removal.” !
Accordingly, each country with an OTDT system has enacted
and implemented a consent model for deceased donation. The
most common models and the principles behind them are
described in Table 1. A confiscation model is included as a
theoretical comparator, although it is not currently employed
openly by any country and would be in violation of funda-
mental ethical tenets of consent.'*!?

Consent models®

Consent models

Altruism OPT-IN: Organs may be recovered from a deceased
individual if the person or their legally recognized
representative had expressly consented to it

OPT-OUT: Organs may be recovered from a deceased
individual, unless the person had expressed their
opposition before death

NONFINANCIAL: Prioritized in the deceased donor wait-
ing list if the donor was a living donor or a relative
was a deceased organ donor

FINANCIAL: The government may fix the price of the
organ donation and may consider direct or indirect
payment, eg, funeral costs

The law obliges all adults to register their donation decision
in life regarding posthumous organ donation

Organs are considered a public resource

Incentives

Mandate

Confiscation

Walton et al 3

Transplant authorities and governments are challenged to
choose between these models to maximize deceased organ
donation to meet transplantation demands while preserving
trust in an ethical and legal OTDT system.'* We do acknowl-
edge that some jurisdictions may choose a specific consent
model to avoid controversy or to engender transparency and
trust, particularly if that jurisdiction has been subject to dona-
tion or transplant-related scandal.'3'* Our search of the litera-
ture thus focused on those 2 aspects, which are the published
efficacy of one model compared with another and bioethical
comparisons and descriptions of the models.

To address the first aspect, we searched for any pub-
lished literature regarding the potential of consent models to
increase donation and transplantation activity. Most reports
compared opt-in and opt-out default models. Several data-
base studies and literature reviews were discovered, which
reported conflicting results. A 2014 review of 13 y of dona-
tion activity from 48 countries described more donors per
million population and increased deceased liver and kidney
transplantation activity in opt-out countries as opposed to
opt-in.'” This report contrasts with another that analyzed
Global Observatory on Donation and Transplantation data
from 35 countries published in 2019 that showed no differ-
ence between opt-in and out-out models.'® Yet, another report
analyzing 2018 data found that opt-in jurisdictions outper-
formed opt-out jurisdictions when the deceased donation rate
was calculated as deceased donors per 10 000 deaths (versus
per million living population). Of note, although database
reviews conflict regarding deceased donation, living donation
rates were consistently found to be lower in opt-out coun-
tries.'”!$ Literature reviews of published reports have found a
more consistent trend toward an increase in donation activity
with an opt-out model.'”"** However, their authors point out
that the methodological quality of included studies is often
poor and almost always lacks analysis for various confounds,
such as other changes in the donation and transplant system
instituted at the same time as a consent model change. As
would be expected, data from individual countries were more
variable, with some countries reporting drastic reductions and
others reporting slow and steady increases in donation and
transplantation activity.?*?! The proposed reasons for this var-
iability are explored in detail below, but the existing data do
not support a sweeping recommendation that either opt-out
or opt-in should be considered as universally effective when
considered strictly from the standpoint of maximizing clinical
activity.

In the absence of a consent model that would offer a gener-
alizable high likelihood of increased donation and transplan-
tation, jurisdictions must consider the aspects that make up a
consent model. Four fundamental domains must be addressed
when designing a country specific opt-in or opt-out model.
The first is the capacity of the system to directly solicit and
respond to the deceased person’s (or their SDM’) willing-
ness to donate. Second, the default option stated by the law,
applicable when the deceased’s decision is unknown, must
be defined. Third, the role of SDMs in consenting or denying
organ recovery must be clearly stipulated, including a well-
defined and socially accepted hierarchy of who qualifies as a
legal SDM in these circumstances (parent, spouse, short- or
long-term partner, etc). Finally, the role of healthcare profes-
sionals (HCPs) must also be clarified, including when and
how donation decisions should be discussed with families.
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The second domain, the default option between opt-in and
opt-out, is the most widely discussed in the literature. As sev-
eral authors have pointed out, both systems include a baseline
assumption, but those defaults merit careful consideration.??
In opt-in models, organs may be retrieved from a deceased
person (1) if the person had expressly consented to it while
alive, verbally or in a recognized intent to donate or donor
registry, or (2) an SDM consents to donation after the person
has lost capacity to consent for themselves. In opt-out models,
organs may be retrieved from a deceased for transplantation
unless (1) the person had expressed their opposition before
death or (2) an SDM refuses recovery (allowed in some but
not all jurisdictions).?

Although the differences between the systems may seem
stark, the reality in most jurisdictions is that formal and
informal policy and practice differences—almost all related
to the SDM and HCP roles from the third and fourth domain
above—create models that are functionally quite similar.
For example, Spain, the United Kingdom countries, and the
Canadian province of Nova Scotia employ a so-called soft opt-
out system. In this system, HCPs are required to discuss with
the SDM about the deceased’s intent to donate. Although not
always possessing the legal authority to override an expressed
decision to donate, the SDM’s desires will almost uniformly
be respected, including overriding a previously expressed
decision to donate, which happens in approximately 10% of
occasions.?* Even in “hard” opt-out models—in which SDMs
are expressly forbidden from refusing donation if the patient
who is a potential donor had not opted out before death—
surveys have reported that many HCPs still consult with fami-
lies and sometimes respect the SDM’s wishes not to proceed.?
Discrepancies between law and actual practice exist in opt-in
countries as well, which are discussed in detail in the justifi-
cation of Recommendation 5. The reality seems to be that,
whatever default consent model is chosen, families and HCPs
may make individual decisions that are more consistent with
prevailing societal values, such as respect for family cohesion,
the desire to respect the surviving SDM, and autonomy.?>-?’

The legal default option has been paired with other aspects
of consent models in various jurisdictions. For example, man-
dated choice models oblige all adults to make a donation deci-
sion regarding posthumous organ donation while performing
other state-regulated tasks such as registering for a driving
license or renewal of ID card.?® Some countries (Chile, Israel,
Singapore) have introduced reciprocity models to increase
registry sign-ups by awarding citizens “priority-points” for
transplant (allocation priority) and, should they ever need
one, by opting-in on the register.?*3* There is both an ethi-
cal and practical debate to this approach, not least the small
real-world impact of the incentive, especially once a sizeable
proportion of the population has opted-in and enough have
“priority status” as to render that status effectively mean-
ingless.’! As such, reciprocity or incentive models may be
short-term strategies and best suited for developing dona-
tion programs in earlier stages versus more mature systems.
Directed donation—allowing donors or their SDMs to specify
that they would donate only to specific individuals or groups
of people—is another ancillary aspect of consent models.
Although there have been some ethical considerations of the
merits of these systems, including the possibility that allow-
ing directed deceased donation could encourage historically
underrepresented groups to donate within their communities,
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we discovered no data on impacts of implementation of such
a system.’233

Any incentive model, particularly any that includes
financial incentive, must be carefully monitored to ensure
that the incentive does not become a coercive influence for
underrepresented members of society to pursue donation.'!
Because reciprocity and incentive approaches are embed-
ded within the opt-in or opt-out model and there are little
data to support the efficacy of any of these regimes, we did
not make a recommendation on these issues, but they are
topics that merit future investigation of potential benefits
and harms.

All of the above models and the combination of models
provide potential paths for a consent model in a particular
jurisdiction. As discussed in detail below, the success of the
model, in terms of both increasing donation and transplan-
tation activity and protecting the rights of people who are
potential donors, depends on a careful understanding of the
laws, OTDT infrastructure, and culture of the jurisdiction.**
Stakeholders must consider the complex interplay of these
multiple factors and not assume that a single model will work
in their context.

Finally, compulsory systems or confiscation models could
theoretically exist in which organs are considered as a public
resource and recovered without consent. These models are not
discussed in detail because they would violate international
and many jurisdictional laws and well-established, universally
accepted principles of respect for bodily autonomy.3%3

Recommendation 2

We recommend that consent models provide a written reg-
ulatory framework on safeguards for vulnerable populations
to assure that their donation decision satisfies the ethical and
legal standards.

Jurisdictions must have a framework in place to ensure the
validity of consent and protections for their population. At a
minimum, this should include the legal criteria of determining
competency for people who are allowed to register a dona-
tion decision. Systems should clearly define hierarchies of who
has legal standing to become the formal SDM regarding con-
sent decisions (eg, Chile, the United Kingdom, and the United
States).?>»*%7 These hierarchies should include definitions of
when, if ever, the state is allowed to consent for donation, in
the case that no person is identified who meets the legal crite-
ria to become an SDM.

Countries who move toward an opt-out system should
clearly define, in law, exclusions to having consent presumed
for donation. Typically, requirements must be met on age,
mental capacity, and residency in a specific jurisdiction in
order for the opt-out legislation to apply to a person. These
legal protections of the most vulnerable being stipulated in
law and expanded upon in regulatory guidance have been
indispensable and instrumental to the successful implementa-
tion of new laws.’7-4

Recommendation 8 addresses in detail outreach strate-
gies to historically underrepresented communities during the
implementation phase of a change in the consent model, but
before implementation, formal and informal outreach should
occur. For example, international and national laws often
include a duty to consult indigenous or aboriginal peoples
of a jurisdiction, which is a policy that is supported by the
UN Declaration on the Rights of Indigenous Peoples.*! Even
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in the absence of a formal legal obligation, consultation with
linguistic, cultural, or religious minorities within a jurisdiction
can lead to a legal policy framework that will minimize future
conflicts or misinformation around the law.

Recommendation 3

We recommend that intent to donate registry choices reflect
the decision architecture as recognized in law and as aligned
in practice and that these registries allow citizens to express
their deceased donation intent while minimizing barriers to
registering a decision.

Donation registries are common worldwide and often the
most public facing aspect of an OTDT system. The goals of
registries are multiple, ranging from binding legal registra-
tion of an enforceable donation decision in some jurisdic-
tions?’” to use in OTDT awareness campaigns targeted at the
general population. Data regarding the costs and benefits of
registries are discussed in detail below in the justification of
Recommendation 6, but multiple studies have demonstrated
increased rates of organ recovery among people who have
previously registered their intent to donate.*

Registration methods should be universally accessible to
the population, and preferably, multiple pathways should
exist to allow for registration and changing of registration.
This will permit different populations with varying preferred
modes of interface to engage. For instance, if an online regis-
tration option is available, other methods—forms that can be
completed when interacting with other government or hospi-
tal services—should be available for the digitally disadvan-
taged. In the United States, for example, 98% of those who
register as donors do so through the motor vehicles depart-
ment when receiving or renewing a driver’s license.* This
large captive audience, cycling through a routinized process
every 5 y (in most states), together with opportunities to reg-
ister at any time through the iPhone health app, Donate Life
websites, hunting licenses, and tax returns results in 169 mil-
lion registered organ donors in the United States as of 2021.%
If multiple pathways for registration exist, systems should be
created to ensure that the OTDT system has access to a cen-
tralized system that is web-based, is easily searchable on a
24/7 basis at the time of a referral of a potential donor, and
includes the most recent decision.

It is also important to ensure that the donation registration
text aligns with the applicable legal framework. For example,
if the donation registry is in an opt-in jurisdiction, the forms
must clarify that registering is legal authorization for donation
and should indicate if permission for tissue is also included.
Similarly, the purpose of the donation should be specified (eg,
transplantation and/or use of donated organs for research if
not transplantable). If the donation registry is in an opt-out
jurisdiction, the forms should clarify what registration means
(eg, to donate, refuse to donate) and how it will be utilized.
Registrants should be provided information on who will have
access to their registration and how they can change their reg-
istration if they wish to change their decision in the future.

Multiple studies have analyzed the best techniques to
encourage people to register donation decisions, which
are recently summarized in a Cochrane review.** Overall,
the reviewed literature was of low quality and heterogene-
ous in terms of outcomes, strategies, and settings. Among the
46 retained studies, few reported verified donor registrations
(compared with expressed intent to register at a future time).

Walton et al 5

Ultimately, the structure of how the donation question is
asked (and how often) can have a significant impact on the
effectiveness of the registry.* For this reason, the design of a
donor registry and alignment with the legal architecture will
achieve the best outcomes.

Recommendation 4

We recommend that the legal and policy implications of
a registered donation decision must be consistent with the
social and legal norms of each jurisdiction. At a minimum,

a. Jurisdictions with opt-out consent models include the
option to register a refusal to donate

b. Jurisdictions with opt-in systems include the ability to
remove oneself from the registry at a future date

Donation registry architecture should consider the pre-
vailing consent model and be developed according to exist-
ing privacy and consent laws. Multiple forms of donation
registries have been employed internationally. Some are reg-
istries of decisions—allowing for registry of both a positive
and negative decision (hybrid register); some are registries of
donors—with only a positive decision; and some are regis-
tries of nondonors—referred to as a refusal register. As noted
above, the options must be coherent with the consent model,
and jurisdictions considering a consent model change must
ensure that their donation registry is also updated to allow
for choices that are appropriate to the new consent regime.
Laws and policies should define to what extent a registration
is legally binding in the event of death with clinical potential
for donation and what, if any role, an SDM would have in
finalizing a decision regarding donation (see below). Laws and
policies must also define what organization is the responsible
party for safeguarding registered decisions and who should
be allowed to access the decisions, under what circumstances.

Currently, there is a divergence of opinion regarding the
implications of donation registration and consent for ante-
mortem interventions. These interventions are performed
on the donor prior to death determination with the goal of
increasing graft function in the setting of donation after cir-
culatory determination of death.*® Some of them (eg, hepa-
rin given to decrease biliary complications) carry a possible
risk of hastening death, but in the context of a planned with-
drawal of care and expected death, this is largely theoretical.
Most authors support the notion that donation registration
does not include consent to these procedures because they
will be implemented before death and are almost never
discussed at the time of donation registration and, there-
fore, require separate, informed consent.*” Some argue that
including information related to antemortem interventions
during the donor registration process would increase the
clarity of consent for the global donation process.* Others
contend that the amount of information necessary to meet
the criteria of truly informed consent could confuse people
seeking to register and that the specific procedures evolve
over time, which could make any discussion at the time of
registration irrelevant when an actual donation may occur
potentially decades later.*’” A recent review of the ethics of
antemortem interventions did not discover any reports that
described the impact of including antemortem details in a
real-world donation registry.* However, in 2021, Scotland
introduced opt-out legislation,*® which assumes authori-
zation to “type A” antemortem interventions (routine
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investigations, eg, blood sampling, ultrasound scanning),
but additional authorization is required from the SDM for
“type B” procedures (eg, biopsy) that may pose a risk to
the patient. It is too early to draw any conclusion on the
impact of this approach on donation decisions, but answers
to arguments about the clarity of consent may be found here
in due course.

Recommendation 5

We recommend that law, policies, and procedures clarify
resolutions to situations in which SDMs’ decisions conflict
with the registered decision of a patient who is a potential
donor.

Alignment between law, policy, societal values, and actual
practice is necessary for a maximally effective registry sys-
tem. Situations in which SDMs dispute the registered intent
of a person who is a potential donor represent some of the
most difficult challenges to that alignment. For instance, sev-
eral Canadian provinces have laws that state that a registered
donation decision is binding and cannot be overruled by fam-
ily or other SDMs,*! yet some ODOs in those provinces have
policies that overtly allow family override of that registered
decision to donate.’? This override was estimated to occur in
up to 20% of cases of approaches of registered donors in the
province of Ontario in 2015.5! When asked, Canadian critical
care physicians stated they would respect family override in
the majority of circumstances, for a variety of reasons, chief
among them being respect for the grieving process of the
patient’s family.* Most were unaware that this form of over-
ride ran counter to the law in their province,* an understand-
able position when ODO policy is in apparent conflict with
the text of the law. The academic and public debate around
these policies has been a source of confusion for professionals
and the public.

Situations such as these are not static, however, and may
change over time. In the United States, for example, even with
binding opt-in laws, the historic practice was to permit fami-
lies to decline donation even if the patient was registered. In
more recent years, however, and consistent with a widely held
public value of respect for autonomy in the United States, the
binding nature of registered intent is operationalized in poli-
cies that do not allow for SDM override of registered deci-
sions and a clear framework for legal and administrative
enforcement if necessary.*’

Importantly, even presumed consent models do not pre-
clude the option to allow family override. As described above
in Recommendation 1, soft opt-out models developed in Spain
and emulated in the United Kingdom and parts of Canada
explicitly allow for families to override even registered deci-
sions to donate.**” These systems place a strong emphasis on
respecting cultural values and maintaining trust in the OTDT
system.

Trust is likely enhanced through transparent policies that
are consistent throughout the process from the level of leg-
islation down to conversations with individual families.
Although every system will need to deal with the situation of
SDM disagreement of previously expressed decisions, OTDT
stakeholders should ensure that their laws, policies, and pro-
cedures regarding potential override of a decision to donate
are clearly worded, consistent with societal values, and fairly
applied throughout the system.

www.transplantationdirect.com

Recommendation 6

We suggest that, for jurisdictions with developing donation
systems, the time, energy, and resources required to establish
and maintain a registry may outweigh potential benefits in the
short-term while recognizing that strategies to increase intent
to donate registrations remain a valuable outcome in more
resourced OTDT systems.

The rates of recovering organs among potential donors who
have previously registered have been consistently shown to be
higher than among nonregistered potential donors.’>%* There
is a substantial body of literature examining the best meth-
ods to encourage donation registration involving a variety
of methods and populations.® However, the effectiveness of
increased registration to lead to increased actual donation and
transplantation has been much less robustly demonstrated.
For example, a 2015 report from the United States failed to
demonstrate an association between efforts to increase the
number of registered donors and actual transplants within
those jurisdictions.

There are several potential reasons cited for the lack of
clearly demonstrated association between increasing regis-
trations and increasing transplants. One is simply the rar-
ity of a person becoming a potential donor. Because only
approximately 1% to 3% of in-hospital deaths have clinical
potential for organ donation, the donor registration for most
people will never be applicable at the time of their death.’”
Additionally, data suggest that actual donors are less likely to
have registered their intent to donate.’® This may be because
many of the injuries and illnesses associated with becoming
a potential organ donor are correlated with socioeconomic
barriers, which may in turn be associated with a lower like-
lihood of registering an intent to donate.’° Finally, people
who register an intent to donate are likely to come from fami-
lies who generally support donation, have few socioeconomic
challenges, and may have consented regardless of registration
status.”

These factors contribute to estimates of the high costs
associated with either encouraging additional registrations®
or adding enough registrations to result in a likely increase
in donation and transplantation.®® Although a mature system
with an established donation registry can justify these costs,
less developed systems could and likely should focus on the
development of other aspects of OTDT activity that are more
likely to increase consent rates and deceased donation.!”-®2

Further research into the links between changes in the num-
ber of registrations and actual transplantations is needed.
Programs or resources aimed at increasing registry numbers
should include plans to evaluate impact, including correlations
between the number of registrations and rates of actual donors
and transplantations. Systems looking to implement or enhance
a registry should consider the cost-effectiveness of such inter-
ventions and target marketing and public outreach to popula-
tions in which consent rates have the most potential to improve.

Recommendation 7
We recommend that, in the case of a consent model change,
any methods used to promote the changes be sufficient to fully
communicate details of the new model to the general public.
The intention of presumed consent is to increase the avail-
ability of transplantable organs, albeit without clear evidence
that this will occur.’>¢? Such a change should not harm public
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or professional trust in the donation-transplant continuum.
Engaging our communities, particularly those most vulner-
able, those less likely to donate, and those caring for them,
in discussions about general issues regarding donation is par-
amount before a fruitful discussion on consent models can
occur. Clearly, consent for donation must be informed to be
valid.'®2 This is particularly important in a society that is
changing the default of consent from an opt-in to an opt-out
model.** A shift of that magnitude requires widespread pub-
lic and professional education to ensure people are making
truly informed decisions and to prevent the dissemination of
misinformation.>’

Importantly, HCPs need to be engaged with both the public
promotion and specific training to ensure consent is obtained
within the jurisdictional legal framework. This is addressed
further in Recommendation 10.

Public facing awareness and education campaigns often
serve 2 major functions. The first is to ensure that people
understand how to register a decision either for or against
donation. Particularly in an opt-out model, if the public does
not know how to register a refusal to donate, consent cannot
be considered truly informed. Secondarily, ODOs and other
stakeholders often desire to increase registrations to donate
to increase donation and transplantation opportunities. This
requires an understanding of behavior change, which starts
with increased knowledge and awareness.®> Models such as
the theory of planned behavior have been effectively employed
in this regard and stipulate that decisions made by individuals
require accurate information.®>®” Information can be trans-
mitted online because the internet and social media sources
are used by 72% of Americans and 83% of Europeans for
health information. Online sources are less commonly used,
however, by the elderly, minorities, and people with lower
standards of education.” Importantly, as we have learned
during this COVID era, mistrust in the government does influ-
ence support of government initiatives,*® a fact relevant to
the introduction of legislation regarding presumed consent.
A communication method that is particularly effective at
generating positive donation messaging is stories focused on
the benefits to recipients and society at large.®” Mass media
campaigns—using online and traditional media—can, directly
and indirectly, produce positive changes and prevent negative
changes in health-related behaviors across large populations.”
The likelihood of successful transmission of information is
substantially increased by the application of multiple inter-
ventions and when the target behavior is one-off or episodic
rather than habitual or ongoing.”! Wales’ marketing campaign
was successful in its use of multiplatform marketing between
2013 and 2016 as their opt-out legislation was introduced
at the end of 2015, with awareness of the changes peaking
at 82% of the population.” The successful dissemination of
information related to the change depended on getting that
information to people using the types of media they were
most comfortable with and trusted the most.

Knowledge and information are important, but many other
issues influence decision-making. Surveys have shown that
individuals who are younger, are female, have higher edu-
cation levels and socioeconomic status, hold fewer religious
beliefs, have high knowledge levels, know others with posi-
tive attitudes, are more altruistic, and have fewer concerns
about manipulation of the body of the deceased donor are
more likely to have positive attitudes toward donation and
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are more willing to donate their organs.”” Media campaigns
should understand these and other factors in their target audi-
ence and adjust their message accordingly. Importantly, the
way the request is made, by whom, influences consent rates.*?
Knowledgeable, trained personnel are needed to be successful.
Appreciating the decision drivers provides a target as engage-
ment strategies are developed.

Individual autonomy and the “value” of the donation gift
are themes commonly emphasized when organ donation is dis-
cussed in the Western world; however, utilizing these themes
in marketing campaigns may not resonate with everyone.

Recommendation 8

We recommend that, in the case of a consent model change,
culturally and religiously sensitive outreach before, during,
and after a consent model change be performed in collabora-
tion with historically underrepresented populations and com-
munities with low donation rates.

Any OTDT system considering a change in the consent
model, particularly toward an opt-out system, should pay
particular attention to groups that may have tendencies to
distrust the healthcare system in general or the OTDT system
in particular. A comprehensive review of studies,” conducted
mostly with groups with historically low donation rates,
highlighted 8 major themes regarding community attitudes;
relational ties, religious beliefs, cultural beliefs, family influ-
ence, body integrity, interaction with the healthcare system,
knowledge of donation, and reservations for support of dona-
tion issues influencing decision-making in an explicit consent
system overlap with concerns in an opt-out model. In a recent
publication from the United Kingdom,™ people planning to
opt-out discussed 3 themes of issues: self-protection (medi-
cal mistrust, concerns regarding bodily integrity, apprehen-
sion regarding recipient selection), consent versus coercion
(government interference, freedom of choice, autonomy), and
“riddled with pitfalls” (stigma or reproach if opting out).

There is reason to suspect that, with careful engagement,
even groups with historically low donation rates could
develop positive attitudes toward OTDT systems. In fact, sur-
veys suggest that some groups with historically low donation
rates nonetheless express support for donation and the oppo-
sition may represent a lack of mutual understanding more
than insurmountable barriers.*»”> For example, donation
rates in countries with predominantly Muslim populations
are often low, with religious dictum often cited as the reason.
Although each individual experiences religious belief in their
own way, formal religious teachings in any religion are rarely,
if ever, against donation and transplantation.”® A recent arti-
cle’” summarized 7 conflicting Islamic views on the issue, and
the authors concluded that “all seven positions are Islamic
positions and people are at liberty to adopt any one position
without theological guilt or moral culpability.” OTDT stake-
holders should engage with faith communities with the goal
of communicating these formal teachings. In England, ahead
of their move to presumed consent, a fatwa was issued by
a prominent Muslim scholar giving reassurance that organ
donation is compatible with their faith.” Although this repre-
sents a single event in a particular circumstance, it illustrates
that such outreach is possible, even to a population whose
members may have been inclined to distrust an OTDT sys-
tem. Outreach of this nature allows OTDT systems to under-
stand that often it is rituals related to death that may impede
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consent rates (bodily integrity, time to burial) rather than the
willingness to donate.

Professional education, however, should also include the
caveat that, whatever the formal teaching of a religion, reli-
gious belief systems are ultimately personally held. Members
of faith communities have wide variation in their level of per-
sonal orthodoxy and how that orthodoxy interacts with end-
of-life or donation decisions. Respect for individual decisions
must prevail, even if those decisions are not necessarily in line
with widely held interpretation of a particular religion.

Recommendation 9

We suggest public and professional outreach be integrated
into information sources that are most trusted by the target
community.

Whatever consent model is chosen, if it involves a change,
the OTDT system must be ready with a clearly delineated
communication plan to ensure success. Communication strat-
egies of consent models need to reach broad sections of the
population. Although access to online health information is
an increasing source of healthcare information globally, it is
not always the preferred source or accessible to all.”” As dem-
onstrated in reviews of effective strategies to seek new donor
registrations, engagement methods must be credible and con-
nected with historically marginalized groups (first nations,
immigrants, religious minorities, illiterate, rural), optimally
delivered by individuals trusted by the community.® An exam-
ple is the community investment scheme®® introduced by NHS
Blood and Transplant to build support for donation among
Black, Asian, mixed heritage, and minority ethnic communi-
ties by funding community and faith-based organizations. As
trusted members of their respective communities, invested
representatives are effective at sharing accurate information
because of their specialist knowledge, understanding, and
standing in the community.

Different approaches are essential for all sectors of the
population. The trust and credibility afforded to web-based
health information vary depending on the age of the user,
education, e-literacy skills, and website usability and will
influence whether the user applies that information.?"-* The
platform employed, the messenger, the messaging, and the
dynamics of the target group must be factored into antici-
pate success. The impact of misinformation in social media
is a major concern in public health and should be anticipated
and addressed.® It can reduce the effectiveness of programs,
campaigns, and initiatives aimed at citizens’ health, aware-
ness, and well-being.”%7374

Knowledge gaps are not unique to the general public but
are also common among professionals involved with organ
donation.®*® As discussed in Recommendation 10, multi-
modal professional outreach is key to implementation and
should be provided in a manner that is accessible and engag-
ing for professionals.

Recommendation 10
We recommend the implementation of a change to a con-
sent model be preceded by adequate time to

a. Build, test, and deliver training to clinicians who approach
families and SDMs to frame the conversation in compli-
ance with the laws and policy

b. Create and publish guidance documentation for clinicians

www.transplantationdirect.com

c. Engage and involve stakeholders across the donation sys-
tem to garner support for the changes
d. Develop necessary informational technology changes

For any legislation change, systems must consider the
amount of time required to safely deliver the change at an
operational level. The majority of recent examples of jurisdic-
tions changing their consent model have allowed a minimum
of 12 mo**%%%%7 to ensure the public promotion of the law
and the training and engagement of the clinical community are
given sufficient time to be effective. A high-profile example in
which insufficient implementation time was allowed occurred
in Brazil, where approval to move from opt-in to opt-out was
given in February 1997 and the changes took effect in March
of the same year.®® It was not well received by the general pub-
lic or the clinical community and was subsequently abolished
in October 1998.2° Any potential mishandling of a consent
model change could have a long-term negative impact on the
organ donation system.

HCPs delivering clinical care must be trained sufficiently
to appropriately apply consent policies and procedures.
Several jurisdictions recently adopting an opt-out model have
provided clinical guides to applying the new law in prac-
tice,>408%%° which serve to remove the need for clinicians to
interpret the policy intent and provide reassurance regarding
what practices fall within the remit of the legislation. It is rec-
ommended that the responsible body in a jurisdiction pro-
vides a similar document for clinicians and that the training
of HCPs should be based on this guide. The detail of the train-
ing will vary per jurisdiction; however, there are fundamentals
that will apply across any consent model change, including
the need for case-based scenarios that allow clinicians to
anticipate difficult situations.”’> Feedback loops should be
instigated to ensure that training and educational interven-
tions have developed competence in the new system. Feedback
loops can include training evaluations and debriefing activi-
ties designed to enrich and reinforce learning.’*

Outside of the OTDT teams, there is a community of HCPs
that the system is reliant upon to identify and refer poten-
tial donors and those involved in organ recovery. These HCPs
will be based in intensive care units, emergency departments,
operating departments, and the recovery teams and trans-
planting centers. Specific engagement must be undertaken to
ensure these groups understand their role under the consent
model. Although, in most cases, the law change will have min-
imal impact on their practice,” OTDT systems can use these
moments to reinforce general “best practices” in organ dona-
tion (eg, identification and referral). Organizational readi-
ness is critical to the successful implementation of complex
changes in healthcare settings.”® A change of this magnitude
will require project management that includes oversight, gov-
ernance, and accountability across all workstreams to ensure
that the change process is controlled and that interdependen-
cies are aligned.

A consent model change will likely come with at least 2
technological changes required to deliver the new law. As per
Recommendation 4, the donor registry will systematically
require updating to reflect the purpose of the new law. Second,
where a donation system has an electronic donor audit, this
will need to be amended to reflect the new consent model,
which will have cost and resource implications for program-
ming and testing before deployment into the live system.
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All these preparatory and postimplementation changes
require adequate staffing in funding for the legislative and
policies to achieve their intended outcomes.

Recommendation 11

We recommend that measuring the impact of a consent
model change is a high priority for an OTDT system.

Considering the enormity of such a change, systems must
be prepared and have a plan to measure the impact of a
consent model change over time. These measures will hold
interest for the media, public, policymakers, and health-
care teams over time. However, measures must be plausibly
related to the actual influence a change in consent rate can
exert over an OTDT system. For example, a consent model
change will not increase the number of potential donors or
alter the rate of medical refusals for organ recovery. Thus,
outcomes must be carefully defined and the tools to measure
them implemented. In general, changes in consent models
would be expected to impact consent rates, donor identifi-
cation and referral rates, and public attitudes toward dona-
tion. Many of these outcomes are best measured through
potential donor audits, which should be equipped to cap-
ture quantitative data and compare outcomes before and
after change. In Wales, a series of studies incorporating both
qualitative and quantitative data has provided insight into
the impact of the move to deemed consent.?’*71% Notably,
one article!®! describes a statistically significant increase in
the consent rate from donors after brain death in Wales
in the period after the legislation change. Further studies
are ongoing in England,'? Scotland, and Nova Scotia,'*
which will add to the body of literature available and aid
in decision-making in jurisdictions contemplating a consent
model change. While looking at the impact on quantifiable
donation and transplantation outcomes, these programs
are also evaluating public and professional opinions and
exploring the lived experiences of people who are impacted
by the donation and transplantation process. Similar meth-
ods should be applied to the many other questions around
optimal consent models, such as if directed donation, reci-
procity, or incentive models result in the outcomes desired
by stakeholders, either for specific groups or for the OTDT
system as a whole.

CONCLUSION

This article identifies the important areas for consideration
by a government and an OPO when contemplating a consent
model change. The choice of consent model, donor registry,
public messaging, and healthcare engagement is discussed in
the context of the prevailing culture and norms in any given
jurisdiction and recommendations provided based on the
available literature and expertise of the authors.
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