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ABSTRACT
WHO in 2019 established the Advisory Committee 
on Developing Global Standards for Governance and 
Oversight of Human Genome Editing, which has recently 
published a Draft Governance Framework on Human 
Genome Editing. Although the Draft Framework is a 
good point of departure, there are four areas of concern: 
first, it does not sufficiently address issues related to 
establishing safety and efficacy. Second, issues that are 
a source of tension between global standard setting 
and state sovereignty need to be addressed in a more 
nuanced fashion. Third, it fails to meaningfully engage 
with the extent to which the conceptualisation of human 
dignity may justifiably vary between jurisdictions. Fourth, 
the meaning of harm to the interests of a future person 
requires clarity. Provided these four areas of concern can 
be addressed, the future of the global governance of 
human genome editing may hold promise.

INTRODUCTION
The prospect of editing the human genome using 
CRISPR- Cas9 (and updated precision technologies) 
has increasingly become a point of contention in 
global bioethics. In particular, there continues to 
be considerable disagreement on the question of 
if, and under what circumstances, making heritable 
changes to the human genome is acceptable.1 
Within this debate, there have emerged voices that 
argue that, because of the potentially global impacts 
of human genome editing, this is not the kind of 
issue that can be left to the discretion of individual 
states or ethics committees, but rather requires a 
coordinated global response in the form of a treaty, 
a moratorium or a ‘boycott’.2 3 Such mechanisms 
have invited a measure of scepticism for a number 
of reasons—most notably, because of questions 
about their viability.4 The current pandemic, and the 
extremely partisan acting of major global powers 
like the USA on issues such as the stockpiling of 
vaccine candidates,5 illustrates quite clearly that the 
probability of world- wide agreement on the regula-
tion of genome editing seems unlikely.

Does this mean that there is no hope for any 
sort of global regulatory mechanism for human 
genome editing? Perhaps not. WHO in 2019 
established the Advisory Committee on Devel-
oping Global Standards for Governance and 
Oversight of Human Genome Editing, with the 
task to ‘advise and make recommendations on 
appropriate institutional, national, regional and 
global governance mechanisms for human genome 

editing’.6 Given the widely respected status of the 
WHO as an institution, they potentially have the 
influence and infrastructure required to undertake 
an endeavour as ambitious as a global standard 
policy for human genome editing. Pursuant to 
consultation with its members, individual experts 
and members of the public, including representa-
tives of marginalised groups, the Committee has 
recently released for comment a Draft Gover-
nance Framework on Human Genome Editing.7 
The Draft Framework provides a first glimpse at 
the potential future of the global regulation of 
human genome editing.

The Draft Framework is divided into five parts. 
Part 1 addresses the challenges associated with 
human genome editing, bearing in mind its scientific 
potential and giving a concise overview of ethical 
concerns. Part 2 speaks to the need to establish 
global baseline standards while acknowledging that 
different regulatory approaches may be required 
taking into account that the harm–benefit analysis 
varies across jurisdictions. Part 3 proposes values 
and principles such as human dignity, which ought 
to be taken into consideration in regulating human 
genome editing. Part 4 acknowledges existing infra-
structure, including institutions and civil society, 
which would need to be leveraged to facilitate the 
establishment of global standards. Part 5 recognises 
that human genome editing may be applied in a 
wide range of settings, including heritable genome 
editing, and thus sets out different scenarios—with 
the aim of illustrating how the principles outlined 
under part 3 conjoin.

In our view, the setting of global benchmarks 
through the development of governance frameworks 
is both viable and necessary. However, when doing 
so, it is paramount that such frameworks strike a 
balance between providing substantive guidance 
for safeguarding health and safety at the interna-
tional level, and giving states the freedom necessary 
to determine their positions on issues that turn on 
contextually specific factors, such as the meaning of 
principles and values. In this light, we suggest that 
the Draft Framework is a good point of departure, 
but it presents distinct areas of concern, relating to: 
(1) safety standards, (2) the global- versus- national 
dynamic, (3) human dignity and (4) harm to future 
persons. In the sections below, we analyse these four 
areas of concern in more detail. Given that the most 
contentious issue in the context of human genome 
editing is heritable genome editing, this will be the 
focus of our analysis.
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ESTABLISHING A GLOBAL STANDARD OF SAFETY
One of the most pivotal issues motivating the need for global 
governance of heritable genome editing, is the necessity of 
avoiding premature ventures into human applications. When 
considering the safety of any editing of the human genome, the 
Draft Framework notes that all medical interventions carry a risk 
to individuals. The question then becomes ‘what is safe enough?’ 
In most instances the impact of medical interventions affects 
only the individual undergoing such intervention, although 
there are many instances of medication having unwanted effects 
on future generations (eg, thalidomide). However, heritable 
genome editing carries risks for both the child born and its 
progeny. Parents at risk of having a child that carries a heritable 
disease that could theoretically be cured using heritable gene 
editing may well be willing to take significant risks. Should 
they be the only arbiters, or should society dictate the condi-
tions under which particular interventions are to be available? 
The contrary scenario may also become reality, where society 
encourages particular interventions. Societies that suffer from a 
high disease burden may in future view heritable genome editing 
as a desirable public health solution—provided, of course that: 
(1) heritable genome editing can in fact be used to make a new 
generation immune against the disease(s) and that (2) there is an 
easy to use and affordable delivery mechanism.

The possibility that different standards for safety are used in 
different jurisdictions opens the probability of medical tourism 
for those with the means, with failures then impacting on the 
health services in other countries. On the other hand, societal 
acceptance of risk differs in different societies, and it may be that 
a technology rejected by some for legitimate safety concerns, 
may be acceptable in another jurisdiction. The risk, however, 
is that of some countries setting the bar of safety lower than is 
reasonably justifiable. Thus, the final Framework must speak to 
the questions that arise in determining the safety of germline 
interventions, and provide guidance on issues of global signif-
icance such as how preclinical research and clinical trials for 
heritable gene editing should be conducted,8 and the viability of 
intergenerational monitoring.9

The challenges in determining global benchmarks for safety 
and efficacy speak to a deeper challenge, which is central to 
the establishment of a global framework that merits further 
examination.

BALANCING GLOBAL STANDARDS AND STATE SOVEREIGNTY
Principles or core values might provide a shared form of refer-
ence, which in turn encourages cooperation and harmonisation 
between countries.10 These principles may then form the corpus 
of moral standards that can be applied to health issues that are 
characterised by the need for a global, coordinated effort.11 12 
However, in doing so, it is important to be respectful of, and 
sensitive to, a state’s sovereignty.

That public acceptance and state policy will vary among coun-
tries and lead to divergent policy responses, is quite correctly 
anticipated.13 As the values of society reflect a particular time, 
location and context, certain countries may well be slower to (or 
resist) the implementation of regulatory measures, or their laws 
may simply be silent on matters governing such technologies. 
However, the Draft Framework cautions against human genome 
editing ‘travel or tourism’ and suggests that measures be taken to 
prohibit and deter such activities.

Even if it is reasonable to expect that disparities in the 
approaches taken by various states to regulating human genome 
editing might result in people travelling to countries with more 

permissive regulation to access this technology, it does not follow 
that ‘medical tourism’ is morally indefensible—and thus, it does 
not follow that it ought to be prohibited. The final Framework 
ought to acknowledge that therapies are frequently sought by 
people who are denied access to therapies for reasons such as 
high healthcare costs, long waiting periods or even the prohibi-
tion of access to novel or advanced therapies.14

From the perspective of individual states, if regulated construc-
tively, medical tourism can be used to improve the professional 
exposure of locally qualified medical practitioners, and allow 
genetic engineers and biomedical specialists the opportunity to 
develop and refine their skills in respect of advanced medicines 
and therapies at competitive salaries.15 As such, states may have 
defensible reasons for adopting permissive policies, and should 
not be seen by the global community as acting in bad faith.

Permissive positions may, for instance, be justified on the 
basis of varying interpretations on widely accepted principles or 
concepts—as we discuss below.

DIGNITY AND AUTONOMY
In its discussion of human dignity, the Draft Framework 
routinely refers to human dignity in reference to the need to 
protect against ‘causing harm’—either to individuals now, living 
or those yet to be born. In other words, the report seems to view 
human dignity as a basis for a constraint on the use of genome 
editing technologies.

Human dignity is a famously nebulous concept, whose meaning 
varies significantly depending on the context within which it is 
used.16 The view of human dignity that is represented in the 
Draft Framework represents what Beyleveld and Brownsword 
term human dignity as constraint16—a view of human dignity 
which has been prominent in both international human rights 
and bioethics, a phenomenon attributed to be a product of the 
extent to which each of these spheres is heavily influenced by 
Eurocentric paradigms.17 18 This may be best observed in the 
following passage in 3.1, which speaks directly to heritable 
genome editing:

‘Heritable human genome editing, if approved for research and 
clinical applications, raises concerns with regard to fairness, social 
justice and non- discrimination, as well as potential disregard for 
the individual dignity of persons with disabilities.’

While the report does well to acknowledge concerns often 
raised by advocates for persons with a disability, it is important 
to note that these claims are based on a particular conceptualisa-
tion of human dignity. In terms of this view, ‘human dignity’ can 
be infringed on in the abstract by acts that do not directly affect 
a particular person. This is a departure from the general view 
of human rights as only being capable of being infringed where 
a particular rights- holder’s interests are affected. This view of 
human dignity is far from universal, and has in fact been heavily 
critiqued for, inter alia, framing human dignity in terms which 
permit arbitrary deprivations of autonomy.19

By contrast, in many jurisdictions human dignity is associated 
less with dignity as constraint, and more with what Beyleveld and 
Brownsword term dignity as empowerment. An example of this 
is South Africa, where human dignity has been closely associated 
with autonomy by the constitutional court.20 Viewed in this way, 
a prohibition on heritable genome editing raises concerns of 
failing to respect the human dignity of those persons who would 
freely and autonomously choose to use this technology. This is 
problematic insofar as it is arguably a violation of the freedom of 
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individuals to make decisions in matters of procreation—a right 
which is well entrenched in international human rights docu-
ments, and the jurisprudence of liberal democracies.21 In this 
context, it is also important to note that there may be morally 
defensible reasons for choosing to use human genome editing 
technology, such as to avoid heritable disease in a way that does 
not require the destruction of unused embryos.22

For these reasons, we recommend that the final Framework 
should more clearly recognise that the concept ‘human dignity’ 
is subject to more than one interpretation, and explicitly consider 
the policy implications of not only dignity as restraint, but also 
of dignity as empowerment.

We also recommend that the regulation of heritable genome 
editing—at least in states committed to upholding human rights 
and the fundamental freedoms of individuals—should follow 
the principle: Respect parents’ reproductive autonomy.22 The 
advancement of this principle does not mean that parental choice 
should go unchecked, as this may lead to problematic outcomes 
such as parents selecting for genes which cause their children to 
endure significant hardship in life. Rather, it means that parents 
should be seen as having the freedom to make choices regarding 
if, when and how to use genome editing technology, unless there 
are logically sound and evidence- based justifications for their 
choices to be limited.

WHAT DOES ‘HARM’ TO THE PROSPECTIVE PERSON REALLY 
MEAN?
Under the heading ‘respect for individual dignity’, the Draft 
Framework repeats the statement that there is a ‘particular need 
to protect the interests of future persons’. The Draft Frame-
work assumes that the interests of future persons fall within the 
meaning of ‘respect for individual dignity’. But what exactly is 
a ‘future person’? Does it refer to the embryo? And how can 
the future persons interests be set back (ie, harmed) by heritable 
genome editing, if they do not exist at the time the edits are 
made?

The Draft Framework seemingly avoids taking a position on 
the embryo per se, and rather focuses on protecting the interests 
of the ‘future person’ (which we term the ‘prospective person’ or 
‘prospective child’). Depending on one’s view of the moral status 
of the embryo, (1) the embryo might already be the prospec-
tive person, or (2) the embryo might only be the human biolog-
ical material that might, in future, give rise to the prospective 
person. Although views on this vary, the idea of protecting the 
interests of the prospective person is a principle around which 
international consensus can be built. For those who adhere to a 
strict version of (1), this would mean protecting the interests of 
an embryo; for those who adhere to (2)—the position in South 
African law23—protecting the interests of the future person does 
not imply that embryos have any interests.

But is it possible to harm the interests of a prospective person 
as per (2), where the prospective person is something intan-
gible, which exists only in our minds? We suggest the answer is 
yes. In fact, the South African courts do so on a routine basis: 
Every time that a court is seized with a surrogate motherhood 
agreement confirmation application, the court must consider the 
interests of the child to be born or the prospective person.24 This 
is based on the common sense premise that acts in the present 
and can have consequences in the future for persons who do not 
yet exist. Accordingly, an edit to an in vitro embryo can affect 
the rights or interests of the prospective person if, and only if, 
that embryo is destined to be used for reproductive purposes. 
In other words, an edit to the embryo (the human biological 

material that may give rise to a person) takes place before the 
existence of the prospective person, but it can impact their inter-
ests after they come into existence—either in a beneficial way, or 
in a harmful way, depending on the nature of the change.

Although the Draft Framework alludes to potential harms 
and benefits to the genetically modified prospective person, the 
reference to benefits is supported with an example that can be 
read as implying adherence to conception (1), namely the benefit 
in existence. If an embryo is deemed to have interests, existence 
would probably be a foundational interest. However, if one 
adheres to conception (2), citing existence as a benefit does not 
make much sense: When the interests of the future person are 
considered in conception (2), the future existence of the future 
person is the hypothetical condition that underlies the thought 
experiment, rather than a benefit. A benefit according to both 
conceptions (1) and (2) would be something such as immunity 
against a deadly disease. The final Framework should be explicit 
about these possible benefits of heritable genome editing that are 
inclusive of conceptions (1) and (2).

When would a specific heritable genome edit amount to a 
harm? Given that harm already plays an important role both 
in criminal law and in the law of civil wrongs (delict or tort), it 
would be internally consistent and aid legal certainty for each 
jurisdiction to simply expand its existing legal rules to this new 
frontier of genome editing. In this regard, the following test for 
harm has been suggested24:

‘If a reproductive decision by a prospective parent is likely to have 
an effect on the prospective child that would constitute either a 
civil or criminal wrong in law if caused by an act by a parent toward 
an existing child, such reproductive decision would constitute harm 
to the prospective child.’

This test for harm offers at least two benefits: first, it avoids 
the ethical debates about the meaning of harm by respecting the 
sovereignty of each state to apply its own existing legal concep-
tion of harm—as developed and understood against the back-
ground of its own culture and history. Second, since it uses the 
concept of the prospective child (or future person), it respects 
the sovereignty of each state to decide on the moral status of the 
embryo, and accommodates both conceptions (1) and (2) set out 
above. Accordingly, we recommend that this test for harm be 
incorporated in the final Framework.

CONCLUSION
The committee has done a commendable job in approaching the 
various ethical, social and legal issues that are raised by human 
genome editing. This is, indeed, a positive step in the direction 
of establishing a global framework on the regulation of human 
genome editing, which creates well founded baselines on which 
states can develop policy that fits within their particular jurisdic-
tion. Yet, we have highlighted four areas of concern that deserve 
attention. If these four areas of concern can be successfully 
addressed in the final Framework, the future of the global gover-
nance of human genome editing may hold promise.
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