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Background. South Africa (SA) has embarked on a process to implement universal health coverage (UHC) funded by National Health
Insurance (NHI). The 2019 NHI Bill proposes creation of a health technology assessment (HTA) body to inform decisions about which
interventions NHI funds will cover under UHC. In practice, HTA often relies mainly on economic evaluations of cost-effectiveness and
budget impact, with less attention to the systematic, specific consideration of important social, organisational and ethical impacts of the
health technology in question. In this context, the South African Values and Ethics for Universal Health Coverage (SAVE-UHC) research
project recognised an opportunity to help shape the health priority-setting process by providing a way to take account of multiple, ethically
relevant considerations that reflect SA values. The SAVE-UHC Research Team developed and tested an SA-specific Ethics Framework for
HTA assessment and analysis.

Objectives. To develop and test an Ethics Framework for use in the SA context for health priority-setting.

Methods. The Framework was developed iteratively by the authors and a multidisciplinary panel (18 participants) over a period of 18
months, using the principles outlined in the 2015 NHI White Paper as a starting point. The provisional Ethics Framework was then tested
with multi-stakeholder simulated appraisal committees (SACs) in three provinces. The membership of each SAC roughly reflected the
composition of a potential SA HTA committee. The deliberations and dedicated focus group discussions after each SAC meeting were
recorded, analysed and used to refine the Framework, which was presented to the Working Group for review, comment and final approval.
Results. This article describes the 12 domains of the Framework. The first four (Burden of the Health Condition, Expected Health Benefits
and Harms, Cost-Effectiveness Analysis, and Budget Impact) are commonly used in HTA assessments, and a further eight cover the other
ethical domains. These are Equity, Respect and Dignity, Impacts on Personal Financial Situation, Forming and Maintaining Important
Personal Relationships, Ease of Suffering, Impact on Safety and Security, Solidarity and Social Cohesion, and Systems Factors and
Constraints. In each domain are questions and prompts to enable use of the Framework by both analysts and assessors. Issues that arose,
such as weighting of the domains and the availability of SA evidence, were discussed by the SACs.

Conclusions. The Ethics Framework is intended for use in priority-setting within an HTA process. The Framework was well accepted by a
diverse group of stakeholders. The final version will be a useful tool not only for HTA and other priority-setting processes in SA, but also
for future efforts to create HTA methods in SA and elsewhere.
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Policymakers responsible for health priority-setting are constantly
challenged to use scarce resources fairly and efficiently. No country
can afford everything, especially low- and middle-income countries
(LMICs) where resources are scarce.!"? Policymakers must balance
the needs of individuals and the population, with attention to equity,
and also to which health needs to meet first and for whom. They also
have to take into account the impact that health interventions have
on other aspects of wellbeing.”®’ South Africa (SA) has embarked on
a process to implement universal health coverage (UHC) funded
by National Health Insurance (NHI). The 2019 NHI Bill* aims
to provide a framework for strategic purchasing of healthcare
services. The Bill proposes creation of a health technology assessment
(HTA) body to inform decisions about service packages and which
interventions NHI funds will cover. HTA is ‘a multidisciplinary
process that uses explicit methods to determine the value of a health
technology at different points in its lifecycle, and ideally its purpose
is ‘to inform decision-making in order to promote an equitable,

efficient, and high-quality health system’®! Yet in practice, HTA
often relies mainly on economic evaluations of cost-effectiveness and
budget impact, with less attention to the systematic consideration
of important social, organisational and ethical impacts of the health
technology in question.**!

Objectives

In the above context, the SAVE-UHC research project recognised
an opportunity to help shape the health priority-setting process
by providing a way to take account of multiple, ethically relevant
considerations that reflect SA values. The Research Team developed
and tested an SA-specific Ethics Framework for HTA assessment and
analysis.

Methods

The Research Team convened a multidisciplinary panel of
health and economics experts, ethicists, patient advocates and
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representatives of public interest groups —
the ‘Working Group’ - to co-develop a
provisional Ethics Framework through a
consensus-driven process across three
meetings over an 18-month period. Starting
from the eight principles outlined in SAs
2015 White Paper on National Health
Insurance (Table 1), the Research Team
and Working Group developed a tailored
set of refined and supplemented values
considerations for the specific context of
evaluating individual health interventions
for UHC funding in SA. The Framework
development included a document review,
facilitated discussions and hypothetical
case studies to enable concretisation of the
ethical issues. The Research Team provided
plain-language editing for an iterated draft
of the Framework and tested its use with
three different simulated HTA appraisal
committees (SACs), one in each of three
provinces (KwaZulu-Natal, Gauteng and
Western Cape). The membership of each
SAC roughly reflected the composition
of a potential SA HTA committee. Each
2-day simulation began with training on
the Framework and health priority-setting,
after which the SAC deliberated on two
case studies applying the Framework. The
data collected during each SAC consisted
of audio recordings of the simulation, post-
appraisal questionnaires, and a focus group
with participants following the case study
appraisals. The Research Team analysed data
inductively and deductively to inform further
Framework refinement. We presented the
revised Framework virtually to the Working
Group for final amendments and approval.
This approach drew upon a similar project in
Sweden to develop an ethics framework.[%
The difference was the use of illustrative
case studies for the deliberations, and the
testing of the framework in simulated
situations. A more detailed description of
our methodology has been submitted to the
International Journal of Health Technology
Assessment.

The study was approved by the University
of the Witwatersrand Human Research Ethics
Committee (R14/49, ref. no. H1907/11).

This article presents a snapshot of the
resulting Ethics Framework. The full Ethics
Framework (http://save-uhc.org/) and other
supporting documents can be accessed
(http://save-uhc.org/).

Results: The Framework
The final SAVE-UHC Ethics Framework
(see Fig. 1 for a snapshot) consists of
12 domains to consider when making an
HTA recommendation. We discuss each

Table 1. Ethical principles in the 2015 White Paper on National Health Insurance’®

1. Right to Access of Health Care
2. Social Solidarity

3. Equity

4. Health as a Public Care Good
5. Affordability

6. Efficiency

7. Effectiveness

8

. Appropriateness

The number and distribution of
people affected & seriousness of
the health condition

Burden of
the Health

Condition

Equity

Fair distribution of
benefits and
burdens of the
health scheme
across members
of the population

Respect & harms

Dignity

People’s experience
of respect & dignity
and their ability to
make meaningful
choices

Impact

on Personal
Relationships
Effects on people’s
ability to form or
maintain important
relationships

Health
Benefits &
Harms

The expected
health benefits or

Systems Factors & Constraints

pummm_  How aspects of the health system
FEFHE or other systems may affect the delivery,
u

ptake, and impacts of the intervention

Ease of
Suffering

Impact on
experience of
pain and suffering

Cost-
Effectiveness

Getting the most
health benefits
for the available
resources

Budget
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Total financial
cost as it relates
to the resources
available in the
health budget
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Financial

% Impact
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Solidarity e

_ pocket expenses or
& Social income-generating
Cohesion

activities
Potential of
decision to create,
intensify or help
heal social rifts

Fig. 1. Snapshot of the SAVE-UHC Ethics Framework for health priority setting in South Africa.

domain in detail below. The Systems Factors
and Constraints domain may impact on all
other domains, so it is central to the Ethics
Framework.

The first four domains are currently in
common use internationally for health
priority-setting and HTA.

1. Burden of the Health Condition
provides information on scale, severity, and
distribution regarding who is affected by
the health issue, with respect to age, sex,
geographical location and other population
characteristics. The domain also looks at
trends that can inform future planning.
Understanding the burden contextualises
the need for the intervention and whether
a decision to adopt it would be in line with
broader government priorities.

2. Expected Health Benefits or Harms
covers information about the intervention,
evidence of its effectiveness, and size and
duration of health improvement(s) as well
as any harms or side-effects, based on
international and local studies. This domain
also prompts consideration of real-world
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implementation, recognising that various
systems factors and human behaviours can
impact on the benefits and harms when
interventions are rolled out.

3. Cost-Effectiveness is a common
economic evaluation used for HTA analysis.
It helps evaluate the comparative cost
per unit of health gained, in rands spent
and resources allocated, for medicines,
vaccines, medical devices, diagnostics
and health services. Cost-effectiveness
analysis enables policymakers to look at
different options to see how much more
health benefit can be realised by investing
in one health intervention v. other options.
This is measured through incremental
cost-effectiveness ratios and commonly
compared against a national threshold which
is developed to assess cost-effectiveness in a
particular country.!"!!

4. Budget Impact estimates the total cost
for the government to cover the intervention
for all who are eligible, to assess how
affordable and sustainable that investment
will be given the health budget.


http://save-uhc.org/
http://save-uhc.org/

The following eight domains of the Framework (in no particular
order) were included to enable it to address ethical considerations of
importance in SA. Some but not all of these domains appear in other,
related HTA frameworks.!"?!

5. Equity is about fairness, about how health is distributed across
the population, and about addressing unfair inequalities in health and
wellbeing more broadly. The idea is to ensure that everyone has a fair
chance to benefit from the health system and to address disadvantages
related to health. This domain requires assessment of whether and how
an intervention may promote equity or exacerbate inequities, including
by age, race, gender, class and geographical location.

6. Respect and Dignity. Human dignity and equal moral status
are basic principles underlying human rights and are important in
health priority-setting. Some health interventions help preserve or
promote people’s sense of dignity and respect by, for example, giving
people more independence or choice, while others may undermine
respect for deeply valued cultural traditions or individual privacy.
This domain requires an assessment of whether and in what ways
an intervention may either positively or negatively affect peoples
experience of self-respect, dignity and personal identity and/or their
opportunities to make meaningful decisions about their wellbeing in
line with their personal values, beliefs and life plans. The domain also
addresses social stigma. Discrimination is included in this discussion,
and whether implementing the intervention would infringe on
people’s religious, spiritual or cultural beliefs.

7. Impacts on Personal Financial Situation. A core principle of
UHC is that every person in the country should be able to access
quality healthcare without having to suffer financially for it. Because
health coverage decisions may have significant financial impacts on
individuals and families, it is important to analyse how much people
may have to pay out of pocket to receive care, and ways in which
health interventions may reduce financial hardship by enabling
people to work and earn income.

8. Forming and Maintaining Important Personal Relationships.
People’s ability to form and maintain personal bonds is a core element
of human wellbeing. A person’s health status can dramatically affect
their personal relationships and the ways in which they interact with
others. This domain encourages decision-makers to consider how a
health intervention may impact on important personal relationships,
for better or worse. This includes family members, caregivers and
friends, and the ability to participate in social and community
activities.

9. Ease of Suffering. There are circumstances in which people
will not be able to improve functioning, return to their ‘best possible’
health, or extend time before death. Even when people cannot
be cured, there may still be interventions to reduce the pain or
suffering they experience. However, common approaches to assess
health benefits or cost-effectiveness, particularly those that focus
on life-years gained, do not adequately account for the benefits
of relieving pain or discomfort. This domain prompts decision-
makers to consider any benefits, beyond what is counted in the
health benefits section, that relate to easing pain and suffering. This
domain commonly arises for palliative and end-of-life care, as well as
symptom management of certain illnesses or disabilities.

10. Impact on Safety and Security. Feeling safe and being
protected from harm while seeking health services, getting care
or providing care is important for the wellbeing of patients and
providers alike. This domain encourages decision-makers to assess
whether covering a given health intervention has any considerations
that relate to people’s exposure to unsafe environments or dangerous
encounters.

11. Solidarity and Social Cohesion. Social cohesion is the
commitment of all members of society to co-operate with each
other to survive, prosper and have a sense of belonging and trust.
This domain addresses questions about whether an intervention has
the potential to unify people within a society or drive them apart.
Unlike the Personal Relationships domain, social cohesion looks at
society at large; for example, how broad coverage of a vaccine might
bring people together in a common cause against an infectious
disease threat by building population protection, or conversely, how
a targeted health intervention may drive further divisions or tensions
between groups, for example if a marginalised or stigmatised group
would benefit most from the intervention.

12. System Factors and Constraints operates as a cross-cutting
domain, highlighting context-specific features of the health system
and broader infrastructure that can have implications for how
the delivery of the health intervention may play out and affect
considerations under other domains. The framework lays out a
range of systems factors and constraints up front, and then weaves
specific considerations into each domain. These include relevant
health facilities, healthcare worker capacity and availability, medical
equipment and supplies, and other broader systems factors, such
as access to electricity, oxygen, inadequate or unreliable internet
connectivity, clean water, transportation and road infrastructure.

Participants felt that the framework assisted them in thinking
differently in the appraisal and in fact, along with the discussions,
changed their minds about possible recommendations.
T fully agree with P that was what we said, but now as we sat here
and we heard everyone’s view I just changed my mind, because
the reality is that if you choose a poor area, because you want to
improve equity. (Western Cape)
“The approach impacted positively on the deliberation because it
guided our thinking and critical engagement on the topic both
ethically and realistically. (Gauteng)

Discussion

It has never been clearer, particularly during the COVID pandemic,
that health and healthcare are significant for peoples wellbeing,
beyond their health status. Moreover, attention to health equity
in priority-setting nationally and internationally is paramount to
ensure that people can fairly benefit from investments in health
interventions. As SA moves toward NHI implementation and the
introduction of an HTA body, the SAVE-UHC Ethics Framework
provides a resource to explicitly assess the wider range of ethics
considerations relevant to a health coverage decision. In fact, some
would suggest that priority-setting is usually focused on cost-
effectiveness and budget impact without systematically taking into
consideration important, locally relevant, social, organisational and
ethical impacts in the health service context that are particularly
important in LMICs.*"¥ Assasi et al.'” found in their systematic
review that there are numerous frameworks available to include
ethics in HTA, each with their own limitations and benefits. The
National Institute for Health Care Excellence (NICE) in the UK
does not have a specific ethics framework, but includes ‘social value
judgements’ in their principles and methodology guidelines.!'! In
2019, a review of criteria used in decision-making in LMICs found
that issues such as ethics and fairness were seldom reported.'” A
review of some Health Intervention and Technology Programme of
Thailand decisions concluded that the existing conceptual framework
was inadequate to capture all the elements that influence decisions,
and, in particular, how they engage with social values.!'” SA can learn
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from other LMICs with regard to the development or implementation
of HTA, including Thailand and Tanzania,'”'®! as hopefully other
countries can learn from this pioneering SA experience. However,
it is important for an ethics framework to be responsive to relevant
features of the national context and national values in which it is
intended to be used. Nationally developed, nationally specified ethics
frameworks are more likely to be substantively appropriate to the task
of national priority-setting and more likely to be viewed favourably
by policymakers and the public alike.**?"! The present study, a first
in a middle-income country, demonstrates that the development of
such an ethics framework for health priority-setting can be achieved
using local experts and involving a wide range of interdisciplinary
stakeholders.

One challenge when expanding the set of considerations used
in HTA beyond the more easily quantifiable domains such as cost-
effectiveness and budget impact is that it requires more information
and more effort to balance considerations when they are at odds. While
other approaches may be simpler, this framework was developed in
recognition that health priority-setting is complex and should be
informed by a comprehensive set of ethically important considerations
so that decision-makers can appropriately assess, deliberate on, and
justify resulting positions. In discussions with the Working Group
around the number of domains, members ultimately felt that each one
was needed in the Framework, though not every domain will feature
prominently for every health intervention under review.

The context in which a health service operates determines whether
and how the technology will function and which domains may
be relevant and important." In SA, system factors are critical to
understanding all other domains. This includes not only the health
system but other factors that could impact on a technology, for
example the presence of regular electricity or clean water. In the final
Framework, therefore, not only are system factors underlying all
the domains, but the impact of system factors needs to be explicitly
considered in each domain. Additionally, many domains relate to
each other, for example an intervention improving an individuals
financial situation is likely to also have positive impacts on poverty
and in turn on Respect and Dignity. These are cross-referenced in
the Framework.

Participants in both the Working Group and the SACs discussed
whether the domains should be weighted, given that some may be
seen as more important than others. For example, several of the
participants indicated that equity should take priority over all other
domains, given the historical and ongoing importance of equity in the
SA national context. However, although an argument could be made
for equity as a ‘first among equals’ domain in SA, the final decision
endorsed by the Working Group was to leave the SAVE-UHC Ethics
Framework as an unweighted, unranked set of 12 domains, primarily
because the relative importance of each domain may vary depending
on the type of intervention, its benefits and burdens, and who is
affected. For example, the domains of Respect and Dignity, Personal
Relationships and Safety and Security may be of greater importance
in assessing a new type of contraceptive or other family planning
interventions. In contrast, other types of health interventions may
engage less significantly with these domains. Rather than assign
specific weights or scores to each domain, the SAVE-UHC Ethics
Framework is meant to guide deliberative decision-making so that
the relevance and significance of particular domains and their
considerations can be discussed in the context of a specific HTA
coverage decision, and the trade-offs debated by the multidisciplinary
appraisal group in order to reach consensus. In the SA context,
particularly given the history of deliberative processes to end

apartheid, this approach was viewed as especially useful in attempting
to align or adjudicate trade-offs between the various social values.?!

Like all good HTA and ethics analysis, applying this Framework
will rely on quality evidence to feed into the process. Because many
of the considerations included in the Framework domains may not
be routinely captured in data collected in clinical trials and other
studies, a commitment will be needed on the part of the HTA body
to ensure that the evidence for the domains is available, which may
involve primary research to ensure context specificity.”” In the long
term, the need for this evidence for use in national decision-making
may prompt research and other mechanisms of evidence generation
on topics that are relevant locally.!

Conclusions

The SA values and ethics framework for UHC is intended for use in
health priority-setting within an HTA process in SA. The framework
was well accepted by a diverse group of stakeholders. The final
version will be a useful tool, not only for HTA and other priority-
setting processes in SA but also for future efforts to create HTA
methods in SA, and may be useful to other countries in developing
their own frameworks. The COVID-19 pandemic demonstrates
that having such a framework would have been helpful in making a
number of critical decisions, for example in the pricing, procurement
and allocation of vaccines, treatments, oxygen and critical care
beds for COVID-19, as well as for procurement and allocation of
personal protective equipment.?+2
budget and severe hardship caused by the pandemic, going forward,
careful priority-setting using local ethics and values is essential. This
Framework will assist this process.
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