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This paper presents a review of the domestic and international literature on the assessment of the social and ethical
implications of health technologies. It gives an overview of the key concepts, principles, and approaches that should be taken
into account when conducting a social and ethical analysis within health technology assessment (HTA). Although there is
growing consensus among healthcare experts that the social and ethical ramifications of a given technology should be
examined before its adoption, the demand for this kind of analysis among policy-makers around the world, including in
Thailand, has so far been lacking. Currently, decision-makers mainly base technology adoption decisions using evidence on
clinical effectiveness, value for money, and budget impact, while social and ethical aspects have been neglected. Despite the
recognized importance of considering equity, justice, and social issues when making decisions regarding health resource
allocation, the absence of internationally-accepted principles and methodologies, among other factors, hinders research in
these areas. Given that developing internationally agreed standards takes time, it has been recommended that priority be
given to defining processes that are justifiable, transparent, and contestable. A discussion of the current situation in Thailand

concerning social and ethical analysis of health technologies is also presented.
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In most countries, policy-making decisions
concerning allocation of resources to new healthcare
technologies are made on the basis of evidence that
assesses the clinical effectiveness, safety, and value
for money of the technology under consideration.
However, these are not the only issues that need to be
taken into account when making decisions about the
adoption of various technologies. Indeed, there is
increasing evidence that policy-makers should also
consider the potential negative social and ethical effects
of adopting a given technology®. Although social and
ethical analyses have been a recommended part of
health technology assessments (HTAS) since the
1970s®, the number of studies on ethical analysis in
HTA is still relatively small, compared with the total
number of HTA publications. This might be owing to
the absence of internationally-agreed principles,
concepts, and methods®*, as well as inadequate
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understanding, knowledge, and skills among HTA
researchers.

In Thailand, however, social and ethical
reasons have occasionally been cited to justify the
inclusion of health interventions in government-
financed benefit packages, including the revision of
the National List of Essential Medicines (NLEM)®. In
some instances, social and ethical reasons played an
even more important role in coverage decisions than
did the cost-effectiveness and fiscal impact of the
technology under consideration. Nevertheless, no
explicit guidance has yet been developed for how to
conduct these kinds of analyses, nor for how to apply
the findings to the policy development process (the
first edition of HTA guidelines for Thailand did not
include recommendations on social and ethical
analysis).

To go some way to address this lack, and to
begin the process of developing evidence-based and
informed guidance for policy makers and researchers,
this paper surveys the domestic and international
literature concerning the evaluation of social and ethical
implications of health technologies and outlines the
main concepts, principles, and approaches. An initial
discussion on how these relate to the current situation
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in Thailand is also presented.

Why social and ethical assessment of health
technology is important

There is widespread agreement among HTA
experts that integrating social and ethical elements in
HTAs is an important way to improve transparency®
and provide understanding on the context into which
certain technologies will be introduced®. Crucially,
since the introduction and implementation of innovative
technologies, will inevitably result in changes in their
supply and demand, inequitable accessibility may also
result. For this reason in particular, conducting
HTAs without an ethical analysis is to ignore a crucial
dimension of the technology under consideration®.
Although clinical benefits and cost-effectiveness are
key concerns of policy-makers, their assessment often
requires specific expertise, which is usually
communicated in specialized language. In contrast,
ethical analysis involves issues and language that is
commonly understood, and the discussion of which
encourages wider participation and improved
transparency, resulting in well-accepted decisions and
more effective implementation.

The implementation of new health
technologies may also have social, legal, and
political consequences, including those that may
affect organisations. To ensure that these
consequences are anticipated and addressed,
experts recommend that HTA be expanded so that
appropriate analysis in relevant disciplines be
conducted to anticipate what, if any, consequences of
this kind might arise from the introduction of a new
technology®. Guidelines published by the European
Network for Health Technology Assessment
(EUnetHTA) identify a number of key ways in which
the introduction of new health technologies might
affect patients, their family, and caregivers, in areas
such as professional life, skills, and social position®.
While this does show an awareness of the social and
ethical issues involved in introducing a new
technology, this is still a largely isolated example;
specific published guidance on social and ethical
evaluation of health technologies remains limited.

Concepts and principles of analysis

Although research on social and ethical
implications has been recognized as an important
component of HTA for decades, there is, as yet, no
common agreement on its principles and methodology.
It is also unclear under what conditions a technology
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should be subject to this kind of analysis, who should
be responsible for such analysis, and whether and to
what extent key stakeholders and the general public
should take part in the processes®.

Ethics refers to philosophical study on the
nature and grounds of moral judgments and standards
and rules of conduct, both actual and practical®®. Put
simplistically, ethical inquiries involve examining the
differences between actions, behaviors, and ways of
living, which are classified accordingly on a scale of
good to bad. As coverage decisions determine access
to and benefit from health technologies—which can both
prolong life or cause adverse reactions—such policies
should be regarded as ethical issues. The justification
of whether the use of a selected technology is ‘right’
or ‘wrong’ depends on the social, cultural and political
context within which the technology is to be
implemented®. For example, blood transfusion,
abortion, and sex education are permitted in some
countries, while unacceptable in other societies for
religious or moral reasons.

An ethical analysis of health technologies
should not rely on theories from one discipline alone;
instead, a number of theories, all of which are accepted
widely in the society under consideration, should be
used®™. A review of the existing literature on ethical
analyses of new technologies suggests that the most
widely-introduced ethical principles are as follows: 1)
biomedical ethics, which comprise respect for autonomy;,
i.e. the rights of people to acquire necessary information
and make their own decisions to seek care and use
certain technologies; 2) non-maleficence, i.e. the duty
of health providers to avoid causing harm, suffer, injury,
disability, or fatality intentionally; 3) beneficence, i.e.
to enable people to have a ‘good life’, including harm
reduction and prevention of negative consequences;
4) justice, which involves fair allocation of fundamental
social burdens and benefits, i.e. to provide access to
essential health services to all people, regardless of
personal characteristics such as nationality, colour, and
socioeconomic status®?. Biomedical ethics also relate
to human dignity—a fundamental right of mankind.

According to EUnetHTA Guidelines, social
analyses of health technologies should emphasise
“patient-centred” principles, by examining the impact
the health technology will have on individuals,
including patients, caregivers and family members. This
includes analyzing the extent to which doctors and
healthcare providers provide patients with information
about the technology, assessing the level of patient
and caregiver understanding, and exploring the
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feasibility of patient participation in decision making.
HTA should also include assessment of how the
intervention might affect the major areas of the life of
the patient or caregiver, for instance, any impact it might
have on work life, family life, leisure time, and religious
and cultural activities.

The EUnetHTA guidelines also emphasize the
point that every step of HTA includes social or ethical
issues, including the selection of the technology;
stakeholder participation; identification of social and
ethical queries, and the selection of study design,
method, and references. Every process in the HTA will
have ethical ramifications and, as such, every stage in
the assessment process should be cognisant of these
issues. HTA experts agree that any assessment of the
effectiveness and safety of a health technology should
involve not only technical expertise, but also social
and ethical consideration of the consequences of both
adopting the technology and HTA process itself¢:13),

Assessment processes and approaches

As discussed earlier, EUnetHTA suggests that
ethical implications should be considered at every stage
of an HTA, from identification of the research questions
to report writing and publication. They also suggest
that the ethical analysis not be conducted in isolation
but, instead, in tandem with all other assessments, as
every HTA process, including clinical trials and
economic evaluations, are value-laden”. However,
some experts have suggested that ethical assessment,
as a unique type of investigation, should never be
performed together assessments of the clinical, social,
economic and legal implications of technology®®.
Others argue that in absence of common agreement on
the most appropriate methods for ethical analysis,
emphasis should be placed on transparent, fair, reliable,
and contestable processes for resource allocation,
rather than detailed assessment guidelines.

Several academics have suggested that the
general research methods usually deployed in HTAs
(such as conducting primary research, transferring
secondary data from existing studies and literature, and
seeking expert advice®) are inappropriate for use in
ethical analyses due to the philosophical nature of
these kinds of investigations®¥. Moreover, although
international organizations such as the International
Network of Agencies for Health Technology Assess-
ment (INAHTA) and EUnetHTA have formulated
guidelines for evaluating ethical implications of health
technologies (in 2005 and 2008, respectively), these
have been subject to criticism.
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In practice, researchers propose sets of
questions, developed on the back of ethical principles
and theories. For example, Hofman®® formulates 33
questions in 5 categories, comprising questions on
moral issues, stakeholders, technology, assessment
approaches, and technology assessment. In a similar
vein, EUnetHTA recommends 14 questions on key
ethical aspects of technology, autonomy, human
dignity, beneficence and non-maleficence, justice and
equity, and rights and legislation®. For an evaluation
of social implications, this HTA organisation network
suggests 9 questions that focus on three areas-major
life areas, individual impacts, and patient-healthcare
provider communication. Table 1 presents selected
questions from EUnetHTA’s Guidelines that refer to
social and ethical issues.

Analysis of social and ethical implications of health
technology in Thailand: Current situation and
challenges

As mentioned previously, there are currently
no national guidelines for conducting social and ethical
analyses of health technologies in Thailand. Indeed,
the demand for related evidence among policy-makers
and stakeholders is lacking. Despite this, ethical issues
have occasionally come to the fore, particularly in terms
of inadequate access to high-cost technologies. Civil
society organisations, patient groups, and health
professionals have begun to campaign to end what
they see as inequitable access to various treatments,
including medicines for antiretroviral treatment®®and
renal replacement therapy for end-stage renal
disease®, Certain groups have also advocated the
government to expand the use of TRIPs flexibilities®9,
and there have been protests against the expansion of
intellectual property protection beyond TRIPs in the
Thai-USA and Thai-EU Free-Trade Agreements.

Clearly, over the past few decades, social
and ethical statements have played a significant role
in Thailand’s health policy processes. Although no
official mechanism has ever been in place to address
such issues, a number of studies have generated useful,
policy-relevant evidence on social and ethical issues
of healthcare. Key studies include an equity analysis
of how contributing to national health benefit schemes
affects people in different income groups, a study that
estimated the heath and economic loss among poor
households that resulted from inadequate access to
renal replacement interventions®®, and a study
focusing on the consequences of extending the
pharmaceutical markets beyond the exclusivity of the
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Table 1. Selected questions on the social and ethical aspects of health technologies (from EU net HTA’s Guidelines)

Topic

Questions

Social aspect

Ethical aspect

Major life areas

Individual
Communication

Ethical aspect of
technology

Autonomy
Human dignity
Beneficence/non-
maleficence

Justice and equity

Rights

Legislation

Which social areas does the use of the technology influence?

Who are the important others that the use of the technology may affect in
addition to the patient?

How do patients and important others react and act upon the technology?
What is patients’ and important others’ knowledge and understanding of
the technology?

How is the information regarding the use of the technology processed and
exchanged?

Can the technology challenge religious, cultural, or moral convictions or
beliefs of some groups or change current social arrangements?

What can be the hidden or unintended consequences of the technology
and its applications for different stakeholders?

Is the technology used for patients/people that are especially vulnerable?
Does the implementation or use of the technology affect human dignity?
What are the benefits and harms for patients, and what is the balance
between the benefits and harms when implementing and when not imple
menting the technology? Who will balance the risks and benefits in prac
tice and how?

Can the technology harm any other stakeholders? What are the potential
benefits and harms for other stakeholders, what is the balance between
them? Who will balance the risks and benefits in practice and how?
What are the consequences of implementing/not implementing the
technology on justice in the health care system?

Avre principles of fairness, justness, and solidarity respected?

Does the implementation or use of the technology affect the realisation of
basic human rights?

Is legislation and regulation to use the technology fair and adequate?

World Trade Organisation’s TRIPs agreement®,
Nevertheless, while useful, these studies only cover
the social and ethical implications of specific
technologies and issues.

Social and ethical aspects are also addressed
in a number of qualitative studies, including those
conducted as part of an HTA. For example, one recent
study examined the feasibility of stem cell trans-
plantation for the treatment of severe thalassemia under
Thailand’s Universal Health Coverage (UC) plan@?,
The findings suggest that, although inclusion of this
technology in the UC benefit package may result in
increased accessibility, the country’s capacity to
provide stem cell transplantation is limited, and patients
in low socioeconomic groups are less likely to comply
with selection criteria for transplantation than those
who are better off. This kind of inequity issue, which
very important, is not captured in the two predominant
forms of analysis favoured by policy-makers and is
often not captured by most HTA.
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The absence of national guidelines on
conducting social and ethical analyses as part of
HTAs may well result in opaque decision-making,
and allow the assessment process to be influenced
by policymaker bias and other unacceptable
determinants, such as the preferences of manufacturers
of technologies. In such cases, policy decisions might
have negative consequences for patients, caregivers,
and society, including unique table patient access and
unfair treatment. The under privileged in society are
likely to be disproportionately affected. Reviews of
the current situation, arguments, and limitations
concerning capacity for social and ethical assessment
of health technologies indicate that Thailand needs to
urgently address whether social and ethical analysis
should be part of HTA. This depends, in part, on
demands for related evidence among policy-makers and
key stakeholders in the area of health priority setting
and resource allocation, as well as related research
capacity in the country.
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Guidelines for Health Technology Assessment in
Thailand (second edition): Recommendations for social
and ethical analysis

HTA institutes in Thailand should adopt
transparent, reliable, and contestable assessment
processes, which allow the participation of all
stakeholders. HTA research should be academically
robust, with appropriate strategies to manage conflict
of interest. In addition, researchers may consider
whether the social and ethical questions and analytical
approaches suggested in EUnetHTA Guidelines are
appropriate for the Thai setting, and adopt elements
where suitable. Moreover, wherever HTA methods may
have social and ethical consequences, researchers
should include a discussion of these issues in their
reports.
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