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Abstract: This paper argues that there is little difference between opt-in and opt-out organ 
donation systems for increasing donor numbers when used in isolation. Independently 
diverting to an opt-out system confers no obvious advantage and can harm efforts to bolster 
donations. Rather, it is essential to address barriers to organ donation on several levels along 
with a switch in system. Moreover, for many countries, it may be more beneficial to 
adequately capacitate the donation system already in place, rather than entertain a significant 
change with its attendant resource requirements. For decades, the international transplant 
community has been involved in vigorous debate as to the merits of moving from default 
opt-in systems to opt-out policies to grow organ donor numbers and better meet the ever- 
increasing demand for lifesaving transplants. Opt-out is certainly en vogue, with Wales, 
England and Nova Scotia recently switching over, Scotland due to become opt-out in March 
2021 and Northern Ireland and Canada seriously considering a similar move. Thanks to 
several countries making the switch from opt-in to opt-out over the last 20–30 years, there 
are sets of robust longitudinal data that aid in analysing the efficacy of donation systems. 
However, these data are often contradictory and largely inconclusive, suggesting other 
factors may be in play. This paper reviews some emerging trends in opt-in versus opt-out 
organ donation policies and considers recent data that elucidates some of the main conten-
tions across each. Ethical frameworks underpinning donation systems, such as informed 
consent, trust and transparency, are discussed in detail. Substantial time is also devoted to 
opt-in vs opt-out systems in developing countries, which tend to be excluded from many 
analyses, and where the challenges faced are magnified by socio-economic constraints. This 
constitutes a major gap in recently published literature, as developing countries often lag far 
behind their developed counterparts in donor and transplant numbers.
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Plain Language Summary
Organ donation is known to save lives. Worldwide, one of the main challenges in organ 
donation is that the demand for organs far exceeds their supply. This means we lose many 
lives each year, because there are not enough organs for everyone. This situation compels 
countries to consider different systems for increasing organ donor numbers.

Many have argued that switching from an “opt-in” to an “opt-out” policy for organ 
donation will greatly increase donor numbers. An opt-out policy presumes that every person 
in a country is willing to be an organ donor after they die. Those who are not willing, need to 
make this clear, usually be signing an official statement to this effect.

Often, people’s first reaction to opt-out is that it sounds brilliant because there are 
millions of people in each country, and they would all be donors. However, changing to an 
opt-out system is not nearly this simple, or this effective.
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This paper compares recent data from opt-in and opt-out 
countries, showing that opt-out systems do not have all the 
benefits we might hope. Rather, the key to increasing organ 
donor numbers is carefully addressing “barriers to donation” as 
they occur in each country, as well as ensuring that organ dona-
tion engenders public trust, and is transparent and accountable to 
the patients and population it serves.

Introduction
For decades, the international transplant community has 
been involved in vigorous debate as to the merits of mov-
ing from default opt-in systems to opt-out policies to 
bolster organ donor numbers, and better meet the ever- 
increasing demand for lifesaving transplants. Opt-out is 
certainly en vogue, with Wales, England and Nova 
Scotia recently switching over, Scotland due to become 
opt-out in March 2021 and Northern Ireland and Canada 
seriously considering a similar move.

Why is this debate so long-lived? It is because organ 
transplantation is a life-saving procedure indicated in 
many individuals with end-stage organ failure. Although 
dialysis is available to patients in end-stage renal failure, 
transplantation is by far the best and cheapest option for 
them.1 There is no widely used “bridge to transplant” such 
as dialysis available for patients in liver, cardiac and lung 
failure. Whilst mechanical circulatory devices may delay 
the need for heart transplantation, and extracorporeal 
membrane oxygenation (ECMO) functions as a bridge to 
lung transplantation in acute care, these modalities are 
extremely expensive and their use remains limited in 
transplant settings. Thus, organ transplantation is a field 
of medicine with extremely high stakes. It represents the 
final chance at life, for patients the world over. Without a 
transplant, these patients will demise. Within this high 
stakes arena, a fundamental challenge in transplant is that 
the supply of donor organs generally falls far short of 
demand for them. Consequently, the transplant community 
should be (and is) continuously looking at mechanisms to 
boost organ supply. These include utilising expanded cri-
teria donor organs, utilising living donors more widely2 

and changing systems to increase deceased donor numbers 
– which is the topic of this paper.

Common Definitions and 
Abbreviations
Types of Donation
Deceased donation – Organ donation by an individual who 
has been certified as deceased according to either brain 

steam or circulatory criteria. “Organ donation” in this 
article refers specifically to deceased donation – unless 
stated otherwise.

Living donation – Organ donation from a living donor. 
Generally limited to renal and hepatic donation. Any 
reference to living donation in this article will be explicitly 
labelled as such.

Organ transplantation – This involves the surgical pro-
cedure to implant organs from the donor (deceased or 
living) into the recipient. Maintaining the distinction 
between organ “donation” and “transplantation” is vital, 
as not all donations result in actual transplants. In this 
paper, “organ transplantation” refers to the surgical pro-
cess and ‘transplant numbers’ refer to the number of 
transplants performed, not the number of donations that 
have taken place.

Organ procurement – This is the process where the 
implementation of integrated systems across a country 
result in organs being donated for transplantation. The 
pointy end of this process involves a procurement trans-
plant coordinator seeking consent to organ donation from a 
deceased individuals family.

Transplant Systems
Opt-out – A donation policy that presumes all individuals 
residing in a country/state to be a willing deceased organ 
donor unless they specifically “opt-out” of doing so. Also 
known as “presumed consent”. Opting-out would require 
individuals to state their preference against deceased organ 
donation whilst alive. Such preference is often recorded in 
a national opt-out register.

Opt-in – A donation policy that requires individuals to 
manifestly express their preferences for being a deceased 
organ donor. It is the opposite of opt-out, because no one 
is presumed to be a willing donor unless they make an 
express statement regarding their preference for deceased 
donation. Also known as an “express consent” policy.

Consent Mechanisms
Hard consent – Hard consent policies emphasise the pre-
ferences of the individual, as stated in life, as binding, and 
effectively there is no role for the family in consenting to 
donation, or authorising donation. In a hard opt-in system, 
a preference for organ donation would need to be stated by 
the individual in question. In a hard opt-out system, the 
individual would have needed to opt-out during their life-
time to avoid becoming a donor.
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Soft-consent – Soft consent policies involve the poten-
tial donor’s family, whether the country is opt-in or opt- 
out. In opt-in countries, families can be approached to 
consent to donation where the wishes of a loved-one 
have never been explicitly stated; or to legally authorise 
donation where they have. In an opt-out scenario, families 
are approached to “authorise” the default of donation in 
terms of the status quo. This gives the family an opportu-
nity to ensure the potential donor's preferences are 
regarded, in the event that they have not opted out for 
whatever reason.

Mandated choice - Mandated choice is an organ 
donation policy that obliges individuals in a country/ 
state to decide about their organ donation preferences 
whilst still alive and have these recorded. Mandated 
choices are often made when applying for a driving 
licence or other official documentation. In an opt-in 
system, the “choice” would involve providing express 
consent to deceased organ donation. In an opt-out sys-
tem, the choice would involve explicitly opting-out of 
organ donation.

Decision-Making and Deceased 
Persons
Deceased organ donation, at its very foundations, hinges 
on the premise that when people die, their healthy organs 
can be implanted into others and will resume normal 
functioning. Organ donation dwells in the space between 
life and death, adding to its complexities and society’s 
often emotive response to it. Generally, deceased indivi-
duals are no longer considered “legal subjects’ and as such 
they don't have legal rights in the way that living human 
beings do. It may follow, then, that organs could be 
removed from all deceased individuals regardless of pre-
ference stated during life. However, the enduring maxim 
worldwide is that family members have certain rights 
when it comes to disposing of the remains of a next-of- 
kin, and that the deceased are entitled to posthumous 
dignity, regardless of jurisdiction.3 Moreover, courts will 
generally defer to the wishes of the deceased, as expressed 
during life, regarding disposition of their remains.4 That 
said, these rights are not absolute, and the remains of a 
deceased may be retained by authorities in certain 
circumstances.4

The question of who decides what happens to a 
deceased body is almost always defined by the legal fra-
mework of the country where the deceased has lived and/ 

or demised. This has implications for organ donation, and 
makes the distinction between opt-in and opt-out less 
clear. Firstly, legal frameworks will dictate the extent to 
which an individual’s preferences for organ donation as 
stated in life are honoured, or to which these could be 
overruled by surviving next-of-kin. Secondly, the legal 
framework will mediate the extremity of organ donation 
policies in a country, with “organ conscription” perhaps 
the most drastic of these.5 Thirdly, it will direct the explicit 
content of organ donation policies, and determine what 
type of consent is needed, and whom can provide it. 
Ultimately, there is no universally accepted standard for 
human remains6 – whether they can still be acceded any 
“rights”, what there “rights” look like and who can give 
them effect.

Whilst this complicates discussions about organ dona-
tion policies, it does not nullify them. Rather it suggests 
that careful consideration of legal framework and societal 
mores about death is also required, and policies should be 
responsive to these.

Overview of Main Arguments
Proponents of opt-out contend that these systems result in 
higher deceased donor rates, because they presume every 
individual in a country to be a willing organ donor unless 
they specifically opt-out of the process (or a variation 
thereof).7 Furthermore, it is argued that opt-out systems 
overcome many traditional barriers to deceased organ 
donation – such as perceived religious or socio-cultural 
preclusions, lack of education or transplant awareness and 
challenges in communicating with families who are griev-
ing a loved one.8 Opt-out supposedly does this by chan-
ging the national “default” from non-donation to donation, 
which has implications for the collective psyche of a 
country.9

Contextualised more widely, caution is often advised 
when considering such a move. Firstly, there is an issue 
with the very presumption of willingness to donate 
organs. An explicit unwillingness to become deceased 
organ donors has been detailed across several publica-
tions and sectors of society, internationally.10 Simply 
changing the default presumption to one of donation – 
and hence negating the requirement to approach a 
deceased’s family and seek their consent – does not 
imply that they will now be willing to donate, or that 
there has been a fundamental shift in these overarching 
preferences.10 Hence, the acceptability of such a policy 
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in the societal sense needs to be carefully interrogated 
and sensitively analysed.

Secondly, opt-out systems require extensive govern-
ment buy-in and infrastructural investment for their suc-
cess. In many countries, especially in Africa, this seems 
lacking.11,12 Moreover, careless or heavy-handed imple-
mentation of an opt-out policy is implicated in dimin-
ishing trust in healthcare systems9 and is construed as 
contrary to some human rights in certain settings. 
Additionally, the power of opt-out to overcome barriers 
to organ donation as they manifest when seeking family 
consent at the bedside may be consistently overstated.5 

In any country where informed consent is a fundamental 
premise of healthcare provision, and families have rights 
regarding the remains of deceased relatives, next-of-kin 
would still need to be approached to authorise organ 
donation in an opt-out system. Hence, these barriers to 
organ donation may not fall away as readily as many 
might like.

Thanks to several countries making the switch from 
opt-in to opt-out over the last 20–30 years,7 sets of 
robust longitudinal data have been generated. These aid 
in analysing the efficacy of our donation systems. 
However, these data are often contradictory and largely 
inconclusive. Most recent academic publications in this 
domain conclude that changes in donor numbers 
cannot be attributed to the organ donation system 
alone.13–17 They contend that other factors at multiple 
health system and population levels require 
consideration.

This paper argues that there is little difference 
between the opt-in and opt-out organ donation systems, 
and that successfully increasing donor numbers 
involves a multi-faceted approach. It reviews some 
emerging trends in opt-in versus opt-out organ dona-
tion policies, and considers recent data that may further 
elucidate some of the main contentions across each. 
Ethical frameworks underpinning donation systems, 
such as informed consent, trust and transparency are 
discussed in detail. Substantial time is also devoted to 
opt-in vs opt-out systems in developing countries, 
which tend to be excluded from many analyses, and 
where the challenges faced are often magnified by 
socio-economic constraints especially on the African 
continent. This constitutes a major gap in recently 
published literature, as developing countries often lag 
far behind their developed counterparts in donor and 
transplant numbers.

The Current State of Play – Recent 
Statistics and Analysis of Primary 
Trends Across Selected Countries
A contemporary, thorough comparison of organ donation 
(deceased and living) and transplant rates across 18 
Organisation for Economic Cooperation and 
Development (OECD) countries by Arshad et al provides 
critical outcome analysis of opt-in vs opt-out donation 
policies.13 The paper concludes that there is no significant 
difference in the number of organ donors across opt-out 
(20.3 PMP) and opt-in (15.4 PMP) countries. However, 
they note a significant difference where opt-in countries 
had more living donors per million population (15.7 PMP) 
than opt-out countries (4.8 PMP). The authors note that the 
cause of this discrepancy in living donor numbers can only 
be speculated.13

Arshad et al carefully detail the limitations of their 
analysis, and state that their findings support other sources 
asserting that there is no “magic bullet” for increasing 
donation rates. They conclude that the deceptively simple 
task of switching from opt-in to opt-out is unlikely to have 
the impact on donor numbers that many early proponents 
of opt-out had advocated.13 Effectively, addressing donor 
shortages requires a multi-faceted approach considering 
barriers to organ donation as they manifest across a 
society. These range from unfavourable personal views 
or individual experiences, to collective religious or 
social-cultural preclusions, to the actions of lawmakers, 
politicians and others who influence public thought and 
the healthcare workers on the ground, who bring their own 
perceptions to bear on the organ donation process – yet are 
integral to its success given they are on the front lines.18

The analysis presented by Arshad et al has clinical 
implications for organ donation, and these warrant 
exploration. The clinical reality is that one deceased 
organ donor may save up to seven lives. According to 
Arshad et al, opt-in countries lose out on approximately 
5 deceased donors PMP annually as compared to their opt- 
out counterparts. Clinically, therefore, in a hypothetical 
population of one million people, this translates into a 
maximum of 35 additional lifesaving procedures per 
year. In a population of 100 million people, an additional 
3500 transplants could take place. And so on. This number 
is relevant to patients at the end of the process, who have 
end-stage organ failure and are awaiting a transplant to 
save their life.

https://doi.org/10.2147/RMHP.S270234                                                                                                                                                                                                                                

DovePress                                                                                                                                      

Risk Management and Healthcare Policy 2021:14 1988

Etheredge                                                                                                                                                             Dovepress

Powered by TCPDF (www.tcpdf.org)Powered by TCPDF (www.tcpdf.org)

https://www.dovepress.com
https://www.dovepress.com


These clinical implications need to be contextualised 
within significant findings of lower living donor rates in 
opt-out countries than their opt-in neighbours.13 For clin-
ical purposes looking at total transplant numbers, rather 
than donor numbers, may provide some resolution. Overall 
solid organ transplantation numbers across the OECD 
countries in this analysis were 63.6 transplants PMP in 
opt-out countries and 61.7 transplants PMP in opt-in coun-
tries. These figures speak specifically to the number of 
lives saved. Based on this analysis, it may be reasonable 
to conclude that there is little difference between opt-in 
and opt-out systems. Where opt-in systems lose deceased 
donors, they gain living donors – and the resultant trans-
plant numbers ultimately average out across both.

Arshad et al13 is widely contradicted in other publica-
tions. A recent, PROSPERO-registered systematic review 
considered differences in transplant numbers between opt- 
in and opt-out countries and concluded that opt-out coun-
tries boasted demonstrably greater deceased donor rates 
than opt-in countries.5 The authors extrapolated these data 
to the United States of America (USA), contending that 
the country could enjoy an additional 4,753–17,201 trans-
plants annually if an opt-out system were introduced. 
Interestingly, if any country were to benefit fully from an 
opt-out system, it may be the USA, thanks to the infra-
structure for organ donation and transplantation that is 
already in place. This includes nationwide coordination 
of transplantation activities through UNOS and the 
OPTN, the means to maintain detailed donor registers 
and the obligation on transplant centres to publish their 
outcomes as a form of quality control and 
accreditation.19,20

The debate becomes more opaque when considering 
the organ donation and procurement system in Spain. 
Spain is a success story, with the highest number of 
deceased donors PMP internationally (49.6 in 2019, com-
pared to 36.8 in the USA for 2019).21 However, appraisal 
of organ donation in Spain is far from unequivocal in 
demonstrating the success of opt-out.

Spain’s achievements in the transplant arena are often 
attributed to its “opt-out” policy, but the organ donation 
system in Spain is not this simple, and Spanish transplant 
experts themselves do not consider Spain to be an “opt- 
out” country.14 Spain does not have an opt-out register for 
those who prefer not to donate, and families are always 
approached to authorise organ donation. These factors 
contradict some of the main premises of opt-out donation, 
rather negating its impact. It was only ten years after Spain 

introduced its “opt-out” policy that deceased donor num-
bers started to rise, and the increase is attributed to several 
initiatives mainly at hospital level. The Spanish govern-
ment established a national transplant network across all 
hospitals, and invested substantially in facilitating the 
early identification of potential donors by capacitating 
hospital staff specifically for this purpose. A vast trans-
plant coordinator network, specially trained in requesting 
organ donation, approaches family members. There has 
been a drive to promote donation after circulatory death, 
as well as the use of expanded criteria allografts to 
increase organ utilisation. These factors are thought to 
have had much more impact on deceased donation rates 
than the overall organ procurement system.14

The case of Spain also teaches us about the importance 
of nuance in assessing organ donation systems, and the 
potential danger of labelling a system as one thing, or 
another. Spain conforms to the traditional premises of 
neither organ donation system – but perhaps is more 
similar to opt-in, than opt-out. Effectively, this distinction 
between systems does not seem as important as the careful 
layers of legislation, public education, healthcare infra-
structure and human resourcing that have been instituted 
in Spain. Barriers to transplant were identified within the 
Spanish context, and systematically addressed. Although 
relativism is to be discouraged, a multifocal approach that 
is specifically tailored the transplant context of a country, 
and can respond to change, appears to have significant 
benefits.22,23

The Spanish experience, with its commitment to 
investment and innovation, is somewhat mirrored by trans-
plant policies and the evolution of organ donor legislation 
in Singapore. Singapore is a wealthy country, with signifi-
cant religious diversity. Specifically, there is a large sector 
of the Singaporean population that practices Islam. 
Although it is by no means a universality, it is often stated 
that the Islamic religion has certain preclusions against 
deceased organ donation. The reasons for this include 
concerns about the sanctity of the body and sometimes 
contradictory positions taken in Islamic scripture and by 
some Islamic religious leaders.10,24,25 The Singaporean 
organ donation system is telling for its flexibility, and the 
way in which it has had to adapt to balance accommodat-
ing the religious practices of some of its population with 
the ever-increasing demand for donor organs. The elasti-
city of organ donation policies in Singapore suggests that 
there is substantial governmental involvement and interest 
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in providing a comprehensive and responsive transplant 
service.

An opt-in country from 1973, Singapore enacted opt- 
out legislation under the Human Organ Transplant Act 
(HOTA) in 1987. Initially, this policy applied only to 
kidney donation (at that time about 4.7 kidney transplants 
were taking place in Singapore annually (absolute num-
bers)), and all Islamic individuals were automatically 
excluded. Non-Islamic individuals of sound mind and 
between the ages of 21 and 60 who had been certified as 
“accidental death” were presumed to be kidney donors 
unless they had explicitly opted out. By 2004, Singapore 
had seen deceased donor renal transplant rise to an average 
of 40.8 per annum (absolute number). There was still a 
significant donor shortfall, so HOTA was amended to 
include heart, liver (and cornea) donation and extended 
to potential donors who had non-accidental causes of 
death. HOTA was amended once again in 2008 to include 
the Islamic community and subsequently in 2009 to extend 
the upper age limit for presumed consent and add 

additional safeguards.26 Currently, Singapore has a 
deceased donor renal transplant rate of 40 per annum 
(absolute numbers), so there has been little increase in 
this figure since 200421 and it is concluded that further 
measures are needed to improve this.

Through this review of recent literature, several trends 
start to emerge that define successful donation policies 
(Table 1). Firstly, there is no numerical consensus on 
which donation system (opt-in or opt-out) is superior. 
Secondly, successful system changes are accompanied by 
complementary interventions at different levels of society 
and the health system. Thirdly, legislative adaptation and 
flexibility is essential.

Transparency and Trust
As a medical field, organ transplantation is imbued with 
significant emotion. It is often a time of immense grief for 
the families of potential donors, who must make decisions 
in the immediate aftermath of personal tragedy. 
Conversely, research suggests that recipients and their 

Table 1 Country Overview (Alphabetical Order)

Country Deceased 
Donors PMP

System Efficacy of Changing to Opt-Out

Argentina 19.6 Hybrid from 2005 The hybrid system resulted in a dramatic increase in deceased donor rates.

Opt-out from 2018 The move to a more conventional opt-out is too recent to be thoroughly evaluated.

Brazil 18.10 Opt-out from 
1997–1998

Opt-out implemented in a rushed fashion, and not well received by the public or health 
professionals. Abolished in 1998.

Chile 10.4 Opt-out Initially, the opt-out system resulted in a much lower donation rate, and mass opt-outs 
were recorded. The deceased donor rate has subsequently risen as Chile now requires a 

much more explicit opt-out, and the reciprocity principle has been introduced.

Columbia 8.4 Opt-out The switch was recent, and at present seems to have had not overall effect on deceased 

donor numbers.

Malaysia 0.53 Opt-in NA

Singapore 6.6 Opt-out The switch to opt-out initially resulted in an increased in deceased donor rates, however 
this has subsequently stagnated in spite of substantial legal amendments. It is concluded 

that further work is needed to increase donor rates.

Spain 49.00 Hybrid/neither clearly 

opt-in or opt-out

Effective, especially in its investment into resources to engage in donor identification and 

approaching families at clinical level.

South 

Africa

1.29 (2016) Opt-in NA

Thailand 3.66 Opt-in NA

USA 36.88 Opt-in NA

Notes: This table overviews the deceased organ donation systems of the different countries addressed in this article. It presents a brief summary of the success, or 
otherwise, of these transitions.
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networks experience both elation when an organ becomes 
available, and extreme guilt related to the necessity of 
another dying, for them to live.27 Additionally, organ 
transplantation involves the transfer of body parts from 
deceased persons, and is often (wrongly) conflated with 
“darker” practices.18

Distrust of the healthcare system is an established barrier 
to organ donation – regardless of donor policy. Without trust, 
large-scale unwillingness to consider donation will abide, 
and increases in donor numbers are unlikely. On a theoretical 
level, a great deal has been written about trust and organ 
donation.24,28–30 Perverse financial incentives, perceptions of 
economic gain, reports of transplant practices favouring the 
wealthy, manipulation of transplant systems in favour of 
certain patients and unethical procurement practices have 
all directly diminished public trust in organ transplantation.

For instance, in South Africa, a “Cash for Kidneys” 
organ trafficking case broke in 2002. Poverty-stricken 
Brazilian “donors” (vendors) were flown to the country, 
their kidneys removed and transplanted into wealthy indi-
viduals, primarily of Israeli origin. These individuals made 
payment to the “donor” (vendor), as well as brokerage 
costs and surgical costs. A dramatic decrease in donor 
numbers in South Africa ensued.18,31

In another example, in 2013, it was reported that 
German transplant surgeons had manipulated the liver 
transplant system in favour of certain patients by falsify-
ing their medical records, and exaggerating the severity 
of these patients’ illness so that they would receive prior-
ity on the waiting list.32 This resulted in the diversion of 
donor livers from those who were critically ill, to other 
individuals in less-critical conditions. The scandal 
involved extensive deception of both patients and the 
general public in Germany, and a resultant decrease in 
donor rates was noted in Germany, with possible impli-
cations for the European Union in its entirety.32

More recently, unethical organ procurement practices 
in China have perpetuated public distrust in organ dona-
tion to the extent that many academic journals publishing 
research in this field have amended their ethics and dis-
closure policies.33 For several years, organs from executed 
prisoners have been used for transplant purposes in some 
parts of China without informed consent. Chinese autho-
rities stated that this practice would be phased out, but as 
of January 2014, it was reported to continue unabated.34 

Prisoners are regarded as a vulnerable group, in the sense 
that their institutionalised status may diminish their auton-
omy and inhibit their ability to make fully informed 

decisions.35 Presently, when publishing papers that involve 
organ transplantation, many academic journals now 
require authors to explicitly state that no organs from 
executed prisoners were utilised in the research process, 
in the main body of the text. This is in an effort to bolster 
public trust.

Sensationalised reports of organ donation and trans-
plant in the mass media or on social media are often a 
catalyst for distrust. Anything published in the milieu of 
organ trafficking, grave robbing, muti murders and the 
like is bound to diminish trust. Some of these reports are 
true, and there is a strong argument to be made for 
publishing information that is in the public interest. 
However, organ donation is often portrayed with scant 
regard for the facts.

Regaining Public Trust
There are several measures that societies can take to bolster 
trust in their organ donation and transplant systems. One of 
the most important is to engender transparency into every 
facet of the transplant process. It is essential that data on 
donor numbers, transplant numbers and transplant outcomes 
are made publicly available, and that there is a system in 
place to audit transplant programmes and take remedial 
action should deficiencies be identified.36,37 Many countries 
take this further, and transplant centres are obliged to report 
their data annually. Failure to do so can result in a centre 
losing its clearance to perform organ transplantation.

How do transparency and trust impact on opt-in or opt- 
out policies? A recent expert panel deemed opt-out policies 
to be more widely associated with deception, manipulation 
and restricted freedom of choice than opt-in policies.9 

Moreover, the effort associated with opting-out was consid-
ered more onerous than opting-in. This means that a failure to 
opt-out does not imply that the person was inclined to the 
default and willing to donate – rather that they simply did not 
have the time to opt-out at present.

These observations should give any country considering 
a move to opt-out pause for thought. The implementation of 
any system that threatens to provoke doubts about organ 
donation would necessarily need to set a high bar for public 
trust and transparency, or the move might backfire.

Informed Consent – Conversations 
with Families at the Bedside
Proponents of the opt-out system often suggest that one 
of its main advantages is overcoming barriers related to 
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gaining consent from potential donor families at the 
bedside. These barriers are not insignificant. Health pro-
fessionals often feel underequipped to have difficult 
conversations with families, or unsupported by their 
institutions or governments. Families may have personal 
contextual objections to organ donation, may not be 
familiar with the wishes of their loved one or may be 
unable to fully comprehend what is being asked of them 
at a time of grief.38 The USA utilises an opt-in system, 
and proves a useful exemplar of these barriers. It is 
estimated that 15–45% of deceased donors are lost dur-
ing the consent process with families in the USA.5 This 
finding needs to be contextualised against overwhelming 
public support for organ donation, at 97.6%.39 There is 
also a relatively high number of sign-ups to the organ 
donor registry in the USA, with 62.3% of individuals 
signing-up when applying for a driver's licence.39 If this 
is indicative of intention to donate, the fact that so many 
donors are lost at the family consent stage suggests that 
something is amiss. Overwhelming positive sentiment 
does not translate into actual, consented donations.

Would an opt-out system really overcome these chal-
lenges? By changing the default and creating an environ-
ment where donation is the norm – are families more 
willing to consent? Are they happy to have the wishes of 
a deceased loved-one presumed? The answer to this ques-
tion seems to be a resounding “no” – as evidenced by 
outcries against hard opt-outs in countries like Brazil.

The story of Brazil is informative. It follows a similar 
trajectory to Singapore and Spain, in that Brazil’s opt-out 
system had to be responsive to public sentiment and reser-
vation expressed by healthcare providers, although for 
different reasons. Brazil introduced a “hard” opt-out sys-
tem in 1997. The implication was that all individuals were 
considered willing deceased organ donors unless they 
opted-out. Families were not invited to authorise dona-
tions. This legislation caused outrage amongst the 
Brazilian public and it was ignored by health profes-
sionals, who continued the practice of seeking consent 
from families. In fact, Brazil’s foray into opt-out was 
such a disaster that the legislation was abolished in its 
totality by the end of 1998.14

Hard opt-outs, where families are not approached to 
authorise donation, are a bitter pill for the public to swal-
low. They also diminish trust. Thus, it is likely that only 
soft opt-out systems will be generally acceptable to the 
international public and healthcare community. However, a 
soft opt-out system still requires family authorisation or 

consent, so it follows that the same challenges experienced 
by opt-in systems at the bedside, will manifest. A conver-
sation still needs to take place, and if this is a make-or- 
break point in the transplant process, enacting policies that 
do not directly address these barriers is something of a 
straw man.

In effect, both systems maintain the status quo if family 
consent is required. In opt-in systems, many families feel 
too unfamiliar with their loved-ones preferences to make a 
decision, unless there is a specific directive supporting 
organ donation or they have had a conversation about it. 
In opt-out, the absence of an entry in the opt-out register is 
not usually sufficiently demonstrative of a definitive wish 
to donate. Doubts emerge about whether the loved one 
know about the opt-out policy, understood it, or engaged 
with it – unless the family had a conversation about their 
donation preference in life.16

Though it may be an established workhorse, opt-out 
legislation is not the answer to overcoming barriers to 
donation at the bedside. As such most countries with 
high donor numbers have introduced measures to improve 
interaction with potential donor families during the pro-
cess of seeking their consent or authorisation for 
donation.38 Many countries have also attempted to 
increase family consent rates by encouraging individuals 
to openly express their donation preferences whilst still 
alive.

Opt-In, Opt-Out and Developing 
Countries
Developing countries, especially those in Africa, are not 
often included in analysis of organ donation policies. One 
of the main reasons for this is that many developing 
countries, certainly those in Africa and some in Asia, 
have a very poor track record of making their data publicly 
available (Figure 1).40 Not only does this compromise 
transparency and trust, but it also excludes these countries 
from analyses that may benefit them. Furthermore, many 
developing countries face significant challenges in promot-
ing access to organ donation and transplantation services. 
These include lack of governmental commitment to trans-
plant, lack of public awareness and robust public educa-
tion about transplant, general mistrust of biomedicine and 
negative perceptions of organ donation amongst both 
healthcare workers and the general public.1,12,18,41 The 
passage of legislation in some developing countries is 
slow. Law enforcement does not have the capacity to 
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deal with transplant-related offences, leaving many devel-
oping countries vulnerable to organ trafficking.42 This 
further diminishes public trust and collective willingness 
to buy into organ donation.

Another important consideration when examining 
transplant systems in developing countries is differential 
access to healthcare services and the disparities this 

creates. Some developing countries, like South Africa, 
have a two-tier healthcare system. Private medical care 
affords wealthier residents much better access to transplant 
services than those who cannot afford it, and are obliged to 
seek treatment in the state sector. It has been argued that 
some transplant services for private patients in South 
Africa are on par with those enjoyed by individuals in 

Figure 1 This figure shows reported transplant activity across the continent of Africa (areas shaded in red). The blue areas either do not report transplant activity, or do 
not host any transplant activity. It is clear from this image, that organ transplantation is available to a very limited extent across the continent.
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several developed countries. Conversely, the provision of 
transplant services in the South African state sector is 
hindered by resource constraints.12 Analogous trends are 
seen in India, and many other countries where the two-tier 
healthcare provision model dominates.43 In a similar vein, 
worldwide, wealthier countries report higher donation and 
transplant rates than their developing counterparts, 
entrenching transplant as the purview of the wealthy,21 

although some developing countries have worked hard to 
promote equality in access to these services.

Analysis of transplant provision in developing coun-
tries as a modality that may be primarily available to 
wealthy individuals is an important point of context for 
proceeding discussion, especially because this has general-
ised impact on public trust in transplant.

Africa
Opt-in policies remain the norm across Africa, and there is 
little evidence of African countries entering into critical, 
government-mandated analysis of their organ donation and 
transplant systems. This is worrying as the quadruple dis-
ease burden (communicable, non-communicable, infec-
tious and maternal-neonatal) these countries face is 
escalating exponentially, and transplantation is the only 
option for many patients with end-stage disease across 
these categories. Although some transplant activity is tak-
ing place in the region it is hard to quantify (Figure 1); and 
a recent World Health Organisation report on transplant 
activity in Africa suggests a staggering lack of transpar-
ency across the continent.40 South Africa is cited as the 
only country regularly providing data to international 
transplant registries. The report also states that South 
Africa maintains its own transplant registries, but this is 
not accurate. There is no nationally accessible list of 
registered organ donors in South Africa, and there is no 
national transplant waiting list.11 The situation in South 
Africa is telling of the rest of the continent. As arguably 
the most developed African country, the overall lack of 
transplant cohesion in South Africa hints at the challenges 
that are facing other less-developed countries in the 
region.

Given these challenges, it is perhaps unsurprising that 
organ donation and transplantation is not a priority and, at 
best, limping along. This should be contextualised by 
considering health systems across Africa (often 
dysfunctional),44 governmental transplant policies (often 
opaque and confusing),41 transplant resources (often non- 
existent)12 and public awareness about transplant (often 

lacking). A recent study from Nigeria proves a case-in- 
point here. Amongst a sample of 850 Nigerian healthcare 
workers, 93.3% had heard of organ donation, however 
only 29.5% would consider donating organs themselves. 
A small percentage of participants (19.4%) believed that 
organ transplantation was an effective health intervention 
and only 39.4% of respondents stated they would willingly 
advocate for organ donation at the bedside.45 As health-
care workers in developing countries, samples like this 
would be at the forefront of implementing any change to 
organ donation policies – and this analysis suggests that 
much work is needed to improve knowledge about and 
attitudes towards transplant before any overarching 
changes could be considered.

Southeast Asia
Some countries in Southeast Asia appear to have more 
transparent organ donation and transplant policies than 
those in Africa, and many Southeast Asian countries 
have invested significant time and money into bolstering 
their organ donation systems.26 Apart from Singapore and 
Brunei Darussalam, many Southeast Asian countries fall 
into middle- or low-income brackets, and they face the 
same health system, socio-cultural and economic chal-
lenges that affect their developing world counterparts. 
Additionally, the region is reputed as a hub for organ 
trafficking, which some countries have taken steps to 
address.26

Thailand has a relatively low human development 
index, but has managed to achieve consistent transplant 
rates across its 26 transplant centres. It is opt-in, and has 
capacitated hospitals with transplant coordinators rather 
than change to an opt-out system. This resulted in a rise 
in donation and transplant rates, with the country reporting 
impressive transplant numbers – although reporting is 
voluntary. Thailand has achieved much in the transplant 
field, with substantial governmental support and public 
figure buy in.

Malaysia is considered a middle-income country, and it 
has also made significant investment into organ donation 
and transplantation. Several different national oversight 
bodies have been established, and there is careful coordi-
nation of transplant teams across each donor hospital. The 
country also has a national transplant waiting list.11 

Between 2005 and 2014, transplant rates in Malaysia fell 
dramatically due to legislation against transplant tourism 
(which mainly came from China), and the Declaration of 
Istanbul.26
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Latin America
The Latin-American region has been productive in addres-
sing organ donor shortages, and exploring new mechan-
isms to increase transplant numbers. Many Latin- 
American countries have impressive track records in the 
field of organ transplantation, and report positive upward 
trends in their transplant rates.

Opt-out in Chile was introduced as part of a mandated 
choice system in 2010. All Chileans were required to 
decide about organ donation when applying for identifica-
tion documentation and were able to opt-out at this point. 
In the year immediately following this move, there was a 
29% decrease in deceased donor rates. Large-scale opt- 
outs were also recorded, with 37% of those renewing 
identity documents refusing donation and 54% of potential 
donor families doing likewise. Further exploration of these 
phenomena suggested that the Chilean population had 
been ill-informed about the opt-out policy, did not under-
stand its implications and were under the impression that 
opt-out only facilitated transplantation for the wealthy.46 

Subsequently, Chilean legislation was amended to require 
a notarised letter formally stating ones wish not to donate, 
rather than a mandated statement of preference. Chile also 
introduced a reciprocity principle for those who did not 
opt-out of donation, who are given priority if they need a 
transplant.

Given the incremental changes in legislation over time, 
it is hard to quantify what percentage of increased 
deceased donor numbers in Chile (54% from 2010 to 
2017) is due to the opt-out system or to the reciprocity 
principle. However, it is clear that legal elasticity is para-
mount, and this example highlights the importance of 
education and transparency if such a system is going to 
be successful.

Columbia is another Latin American country that has 
switched from an opt-in system to an opt-out system – in 
2017. At the end of 2018, analysis of the Columbian donor 
registry showed that the change in policy had made no 
overall difference to kidney donation rates in the country. 
However, there was a small increase in donor numbers in 
geographical areas that traditionally had lower family con-
sent rates.15 This may be due to changes in language used 
when requesting family authorisation for donation in an 
opt-out system – where conversations are framed by a 
default presumption of willingness to donate. Columbia 
has mandatory reporting of all donor activity, but long-
itudinal data on transplant outcomes is in short supply. 

Nonetheless, there is a sense of transparency which may 
help to improve trust in the system. Recent analysis shows 
a minimal increase in transplant activity – however this 
trend was observed before the opt-out system was imple-
mented in 2017.47

Argentina, the largest country by geographical area in 
Latin America, transitioned to an “opt-out” system in 2005 
(Opt-out used in inverted commas here, as this system 
does not follow traditional opt-out principles).48 Like 
most other countries, the change was prompted by low 
donor rates under the opt-in system. The processes asso-
ciated with opt-out in Argentina at that time were unique, 
and relied heavily on the list of individuals whom had 
opted-in to donation prior to passage of the new law. 
Under “opt-out” legislation, families of those who had 
not opted-in were approached and donation would proceed 
if the family assured the procurement team that organ 
donation was the wish of the deceased.46 In terms of 
deceased kidney donation, this move alone reportedly led 
to an increase in donors from 11.7 PMP pre-transition, to 
20.1 PMP post-transition.48 In spite of this increase, in 
July 2018, Argentina discarded its list of registered donors, 
and created a specific opt-out register, more in keeping 
with traditional opt-out systems. As yet, the impact of this 
change has not been quantified.

“Opt-out” in Argentina appears to have been imple-
mented in a hybrid fashion, much like Spain. The intro-
duction of a mechanism that facilitates donation 
conversations with families at the bedside, rather than an 
opt-out register – which would be convention, may 
account for the increase in deceased donor numbers. 
Whether the recent institution of an opt-out register has a 
positive, neutral or negative impact on deceased donation 
rates will add clarity to this argument.

The example of Brazil, which was discussed pre-
viously, illustrated the consequences of suddenly imple-
menting a new organ donation system without 
appreciation for context or public sentiment. There is an 
important lesson to be learnt from the Brazilian experi-
ence, which is that commitment from lawmakers to rapidly 
amend or withdraw policies that do not have their intended 
consequence, is vital. The passage of legislation is notor-
iously slow in many developing countries, and achieving 
this benchmark may be a challenge.

The Final Scorecard
Independently diverting to opt-out confers no obvious 
advantage and doing so runs the risk of harming efforts 
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to increase donor numbers. It is essential to address bar-
riers to organ donation on several levels along with a 
switch in system.22,26,46 Hence, a bundle of complemen-
tary measures to bolster a new system is required. In those 
countries with the highest donation rates, these measures 
are implemented simultaneously with the new system, or 
incrementally thereafter. Consequently, it is all but impos-
sible to determine the extent to which changes in donor 
numbers can be attributed to the new system, or the other 
interventions, and the affect size associated with each.

What lessons can be learnt from this extensive analysis? 
Firstly, there does not seem to be a single country where an 
increase in deceased donor numbers can be simply attrib-
uted to a change in donation system.13–15,22,47 In fact, a 
change in system from opt-in to opt-out, without accompa-
nying changes addressing public education, awareness and 
health system structures has resulted in lower donation 
rates, for instance in Brazil. Moreover, those countries that 
are heralded as barometers of a successful opt-out system 
may not be so – like Spain. It is also notable that hard opt- 
out systems have not gained public acceptance and a con-
versation with potential donor families is still required. 
Hence, barriers to donation that manifest at the bedside of 
the deceased during this period, are not likely to fall away.

Rather, the success of organ donation policies seems to 
depend on clear communication, which is reinforced by 
extensive government buy-in and a willingness to readily 
respond to public sentiment should the need arise. 
Widespread investment in human resource infrastructure 
is needed at hospital level, with people capacitated to have 
difficult conversations with families and to identify poten-
tial donors. Technical support, with the capacity to main-
tain donor registers and transplant waiting lists, is also 
essential. Furthermore, these mechanisms need to be 
accountable through diligent reporting of verified data 
that are made public. This boosts public trust in the trans-
plant system by demanding accountability and transpar-
ency – vital elements of successful organ donor 
programmes.

What conclusions can be drawn for developing coun-
tries? Past papers have argued that many developing coun-
tries, with heterogenous populations, differing literacy 
levels, substantial language diversity, major socio-eco-
nomic challenges and a general lack of healthcare infra-
structure (especially tertiary or quaternary required for 
transplantation) simply cannot implement ethically and 
legally defensible opt-out policies. It would be far better, 
and more economical, for these countries to work towards 

rendering functional the systems that are already in place. 
We have seen this work across the world. The difference 
that opt-out could make, especially in developing coun-
tries, does not seem significant enough to warrant the 
investment of time and resources required to support its 
successful implementation. Whilst the machinations of 
bloated legal systems take their course, perhaps over sev-
eral years, there are simple things developing countries 
can do now to increase donor numbers.

Abbreviation
PMP, per million population.
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