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Introduction
Health technology assessment (HTA) 
is a multidisciplinary �eld of policy 
analysis. It studies the implications of 
the development, di�usion and use of 
health technology. Its power lies in pro-
viding a joint basis for policy discussions 
about health care, instead of each party 
bringing its own calculations and then 
disagreeing on who is right. However, 
it is also a fundamentally value-laden 
enterprise.

HTA started in the 1970s with the 
primary interest of ensuring the e�ec-
tiveness and safety of new health tech-
nologies.1 �e cost and comparative 
cost-e�ectiveness became increasingly 
important as methods of assessment 
developed parallel to methods in health 
economics. More recently, the e�ects of 
health technologies on organizations,  
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as well as legal, societal and ethical 
aspects of technologies, have come 
under the scope of HTA.2 �is re�ects 
the aim to increase the relevance and 
applicability of the assessments and the 
realization that health technologies are 
always applied in a social context.3�5 
However, a shortage of accepted and 
practical methods for incorporating 
these considerations within HTA has 
been recognized.6,7

�is paper describes a �exible, 
easy-to-use model for incorporating  
ethics into HTA. �e aim is to make 
HTAs more internationally transferable 
and relevant to policy-makers in di�er-
ent health-care settings and cultures.

Ethics and HTA
�e importance of considering tech-
nology�s impact on �social, ethical, 

legal and other systems� was recognized 
early1 and has subsequently been gen-
erally accepted.4,6,7 �e importance 
of ethics in HTA is based on three 
insights.5,8 First, implementing health 
technologies may have moral conse-
quences, which justi�es adding an ethi-
cal analysis to a �traditional� assessment  
of cost and e�ectiveness. Second, tech-
nology also carries values and may chal-
lenge prevalent moral principles or rules 
of society3,9�11 that should be addressed 
by HTA.

�ird, a more fundamental insight, 
is that the whole HTA enterprise is 
value laden. �e goal of HTA is to 
improve health care, and as health care 
is value laden (in trying to improve 
the well-being of people), then HTA 
is value laden too. �e conviction that 
health care and health policy should be 
evidence-based and decisions should 
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be transparent is a generally accepted 
value-base within HTA. Important 
value-decisions are often made im-
plicitly in HTA methodology: when 
choosing which technology to assess; 
interpreting research results; deciding 
on what counts as evidence; and whose 
view decides the rationality of imple-
menting a technology.8,11�14 Consider-
ing a particular HTA, the formulation 
of the problem, the choice of outcome 
measures and comparative technologies 
also re�ect values and determine the  
possible outcomes of the assessment. In 
summary, this approach to ethics aims 
to uncover and justify the underlying 
normative structure of HTA, to assure 
the usefulness of the assessment.13,15

Decisions to implement technolo-
gies imply resource allocation. Choos-
ing a technology may imply devaluing 
or abandoning other technologies, but 
may also lead to reallocation of re-
sources within health care, or between  
wider sectors of society.16,17 Ideally, po-
litical decision-makers are expected to 
balance individual and wider societal 
interests, taking into consideration all 
values at stake. Ethical analysis within 
HTA can provide insight into these 
issues, and assist decision-makers in 
interpreting information in a policy-
relevant way.18

Despite the general agreement on 
the importance of integrating ethics in 
HTA,5,8,14,15 ethical issues are still rarely 
addressed in HTA reports.19�21

EUnetHTA project
�e objective of the EUnetHTA project, 
launched in 2006, is to connect public 
HTA agencies, research institutions and 
health ministries and to enhance the 
exchange of information and support 
policy decisions. A total of 59 partner 
organizations participate from 31 
countries.22 �e ethics model belongs 
to a part of the project in which 25 HTA 
organizations are developing a generic 
�HTA core model� to guide future 
assessments.

�e basic idea of the core model 
is to structure the contents of an HTA 
into pieces of information. �ese �as-
sessment elements� are formulated as 
questions (e.g. the impact of technology 
on mortality). �e �rst version contains 
163 assessment elements divided into 
nine domains (Box 1), each with rec-
ommended methods of assessment.23 

�is enables a consistent structure of 
HTA, allowing users to �nd relevant  
and transferable information easily.

�e EUnetHTA model on ethi-
cal analysis (available at: http://www.
eunethta.net/Work_Packages/WP_4) 
aims to improve the international 
transferability, quality and usefulness of  
HTA to decision-makers by consider-
ing ethical issues relating both to the 
technology evaluated and to the HTA 
process itself. �us, the model is not a 
separate exercise on ethical aspects of a 
technology, but integrates ethical re�ec-
tion and value-awareness into the HTA 
process from start to �nish.

A challenge in integrating eth-
ics into HTA has been that although 
there is a multitude of philosophical 
approaches to ethics in HTA there is 
lack of consensus among philosophers, 
and a lack of methods applicable for 
non-philosophers.3,10,13,24�26 �e model 
does not purport to solve the philo-
sophical debate but to o�er a tool us-
able by HTA organizations, irrespective 
of their resources (material, time and 
knowledge). �us the model has three 
elements: a question-based approach26 
that covers issues essential for ethical 
analysis within HTA; a brief explana-
tion of methods that can be used to 
approach the issues; and a discussion 
on the integration of ethical analysis 
into the process of HTA. Key issues  
and examples of the model are pre-
sented below.

Topic selection
Key ethical issues to consider before 
starting an HTA include analysing 
whether there are morally relevant 
reasons for performing an assessment 
on the topic or not. �e value-ladenness 
of a technology depends on the cultural 
context where is applied. Assessment 

Box 1. The domains of assessment in the HTA core model

 	Health problem and current use of technology
 	Description and technical characteristics of technology
 	Safety
 	Clinical effectiveness
 	Costs and economic evaluation
 	Ethical analysis
 	Organizational aspects
 	Social aspects
 	Legal aspects

HTA, health technology assessment.

resources are always limited and should 
be used in ways that potentially bene�t 
public health.16 �is may not always 
coincide with commercial or political 
interests. An upcoming issue is global 
responsibility: when HTAs can be made 
internationally transferable, assessing 
globally relevant topics becomes a 
priority.

Planning the assessment
�e selection of comparison technologies 
and outcome measures are essentially 
value-decisions that determine the  
results of the assessment. Also the 
moral value of the comparator should 
be considered, even if it is already 
widely used. �Hard� outcomes such 
as mortality should not automatically 
override relevant patient-reported 
outcomes,27 and di�cult-to-quantify 
societal and organizational e�ects should 
be included.

The set of questions
�e set of questions aims to increase 
standardization, transparency and the 
international transferability of the 
assessment. �ey are especially useful for 
identifying and cataloguing the relevant 
ethical considerations, allowing for 
several methods to weigh and balance 
the issues.26 �e questions highlight the 
interwoven nature of ethics and HTA, 
e.g. medical, safety or economic issues 
also yield important input for ethical 
analysis.

�e model has 16 questions cover-
ing the core issues of ethical analysis. 
�ese were chosen from a compre-
hensive list of issues by a consensus 
procedure so that only issues that were 
considered both important and inter-
nationally transferable were included. 
�ese include, for example, principal 
questions, such as whether the technol-
ogy can challenge moral, religious or 
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cultural values of a society. �e risks 
of technology with respect to patient 
autonomy, human dignity or integrity 
must be addressed, especially consider-
ing vulnerable patient populations with 
special needs for information and sup-
port. Issues of basic human rights must 
be included � will the technology help 
in realizing these, or threaten them? A 
key issue is to include all stakeholders 
in considerations of bene�ts and harms. 
�is leads to assessing the e�ects of the 
technology on the justness, equity or 
fairness of health care: Who will get 
access to the technology? What has 
happened to related technologies be-
fore? Is legal regulation needed? Sample  
questions with clari�cations are pre-
sented in Table 1.

Methods for ethics
�e best method for answering ethical 
questions varies depending on the 
technology, the resources available, and  

Table 1. Sample of ethical issues included in the model

Topic Issue Clari�cation

Principal questions 
about the ethical 
aspects of technology

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

It is important to identify those groups within the society for whom the 
use of the technology may pose serious challenges due to their beliefs or 
convictions (e.g. blood transfusion, contraception). Identi�cation of these 
con�icts and �nding other acceptable possibilities to treat the condition in 
these groups is important. Identifying the conceptions behind these beliefs 
and values may help put them in perspective when considering the overall 
acceptability of the technology

Autonomy Does the implementation or use of the 
technology challenge patient autonomy?

Patients have, in most cases, a right to autonomy, i.e. the right to be 
self-governing agents. This requires the right to decide about things of 
importance to oneself but also requires relevant information and a capability 
to understand the information, consider it in relation to personal values and 
decide accordingly. Thus, technologies and health systems may interfere 
with a patient�s right to autonomy directly or indirectly by in�uencing the 
decisional capacity. For example, a technology that does not allow itself to 
be understandably explained to the patient (e.g. gene therapy for dementia) 
is potentially problematic, as are treatments that require patients to behave 
in a certain way (e.g. liver transplants given on condition of abstinence from 
drinking alcohol)

Bene�cence/
nonmale�cence

Can the technology harm any other 
stakeholders? What are the potential 
bene�ts and harms for other stakeholders 
and what is the balance between them? 
Who will balance the risks and bene�ts 
in practice and how?

Some technologies have the potential to unfold unwanted or harmful effects, 
not only on the patients that the technology is directly applied to, but also 
indirectly on other stakeholders. These harmful effects may manifest in 
physical, social, �nancial or even other domains of life (e.g. results of genetic 
tests may negatively interfere not only with the family planning and social life 
of the individual being tested but also of his or her relatives)

Justice and equity What are the consequences of 
implementing/not implementing the 
technology on justice in the health-care 
system? Are principles of fairness, 
justness and solidarity respected?

A new intervention may require a re-allocation of human resources, funding 
and training. A large re-allocation of resources may seriously jeopardize 
other patient groups (e.g. new technology that requires human resources 
in acute care). How this affects the existing health-care system has to be 
studied for all stakeholders. Can the technology be applied in a way that 
there is equal access to those in equal need? How can this be guaranteed? 
Could potential discrimination or other inequalities (e.g. geographic, gender, 
ethnic, religious, employment, insurance) prevent access? Are speci�c 
safeguards needed? Potential inequalities and discrimination should be 
justi�ed

the national and organizational values 
and culture. Novel technologies may 
raise new ethical dilemmas (e.g. pre-
implantation diagnostics) and old 
technologies can become controversial 
in new contexts (e.g. male circumcision), 
requiring speci�c emphasis on ethical 
analysis. Expansions of technologies 
considered ethically unproblematic (e.g. 
new antibiotics) often make thorough 
ethical analysis less useful. It is important 
to see the technology in context: societal 
and ethical e�ects of a certain technology 
are likely to vary depending on the 
cultural norms and the structure and 
functioning of the health-care system. 
�us the model describes several methods 
that can be used to conduct the analysis, 
but leaves the selection of the most 
suitable method to the discretion of 
the user. Table 2 lists methods based on 
philosophical theories actually used and 
that have proven useful within HTA, as 
identi�ed by the International Network 

of Agencies for Health Technology 
Assessment International ethics working 
group. Local applications are also 
presented.

The process of ethical analysis
�e key to successful ethical analysis 
is integrating it into the HTA so that 
ethical issues are considered re�ectively 
during the whole assessment process, 
starting from the planning stage; this 
contrasts with conducting a separate 
ethics exercise after all data have been 
gathered. �e role of experts of the 
technology in providing the material 
and contextual input is emphasized. 
Expertise in methods of ethics can be 
of great bene�t but is neither necessary 
nor su�cient. Literature searches may 
have to be conducted several times as 
new ethically relevant issues are being 
identi�ed. All stakeholders must be 
identi�ed, and a party responsible 
for the ethical aspects nominated. As 




