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Chapter 1
Health Technology Assessment

Karen M. Facey

1.1  Introduction

This chapter will explore the history of health technology assessment (HTA) and 
how it has evolved in terms of processes and methods, highlighting elements rele-
vant to patient involvement to lay a foundation for the subsequent chapters of this 
book. HTA is a policy analysis that seeks to inform decision-makers in national, 
regional or hospital health services about the use of health technologies. HTAs 
require systematic processes that critically assess research about the impacts of 
using the health technology along with context-specific appraisal of the social, eco-
nomic, legal and ethical implications of the use of the health technology. This is not 
simply a scientific endeavour. It requires interdisciplinary deliberative discussion 
and value judgements about the relevance of the evidence for the local health sys-
tem. HTAs may recommend the use or disinvestment of a health technology and so 
are subject to political, public and stakeholder scrutiny. As a result there has been 
pressure to involve those who have a specific interest in the health technology, par-
ticularly patients, in the HTA process. However, this is contentious due to concerns 
about potential bias and representativeness of patient input and the scientific integ-
rity of patient evidence.
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1.2  Context and History

Health systems, whether funded by taxation, social insurance, personal insurance or 
private fees, need to organise their services to use available funds efficiently to 
deliver effective, safe, person-centred care in a timely and equitable manner for the 
population they serve (Committee on Quality Health Care in America 2001). They 
have to make choices about who to treat, with what intervention, in what setting and 
for how long (Newdick 2004). Such questions must be considered not just in the 
context of the individual patient but in terms of providing the best possible service 
to all potential users of the health system (Drummond et al. 2006, Chap. 2). Thus 
resource allocation questions often seek to maximise health gain of the population 
overall, recognising that there is an opportunity cost to any investment (giving up 
the possibility of funding an alternative intervention with that money) (Metzler and 
Smith 2012).

Daniels and Sabin (2008 [1]) stated that resource allocation decisions in health-
care were ‘rife with moral disagreements and a fair, deliberative process is neces-
sary to establish legitimacy and fairness of such decisions’. They argued that 
resource allocation:

 1. Processes must be public (fully transparent) about the grounds for 
decisions.

 2. Decisions must rest on reasons that stakeholders can agree are relevant.
 3. Decisions should be revisable in light of new evidence and arguments.
 4. Should include assurance, through enforcement, that these three conditions are 

met.

In fact, three decades earlier, the US Senate had noted that ‘a reasonable 
amount of justification should be provided before costly new medical technolo-
gies and procedures are put into general use’ (Office of Technology Assessment 
OTA 1976 [vii]). As a result, the OTA created a report providing examples of 
medical technologies in the fields of diagnostics, implantable devices, vaccines, 
surgery, medicines and interventional procedures that illustrated the diversity in 
development, purpose and the use of medical technologies (OTA 1976). It noted 
that decisions about the use of such new technologies were often made on the 
basis of evidence about technical feasibility, safety and anticipated need or 
demand, but that wider consideration of impacts should be assessed, including 
implications for:

• Patients
• Patients’ families
• Society as a whole (environmental impacts, ethics, cultural values)
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• Medical care system
• Legal and political systems
• The economy

OTA (1976) stated that to systematically consider these wider impacts of medical 
technologies, a comprehensive form of policy research was needed to provide deci-
sion-makers with policy alternatives. The formal process of ‘technology assess-
ment’, which had first been used to evaluate other forms of technologies in 1965, 
was suggested. Technology assessment was described as systematically examining 
the short- and long-term social consequences (e.g. societal, economic, ethical, legal) 
of the application or use of technology, considering unintended, indirect or delayed 
social impacts (OTA 1976).

OTA (1976) described the unique features of technology assessment as 
being:

• Based on an explicit analytic framework, specified in advance
• Comprehensive in scope, examining impacts on social, ethical, legal and other 

systems that may not be immediately obvious
• Carried out by a multidisciplinary group
• Able to explicitly identify the groups that would be affected by the technology 

and evaluate the impacts (and impacts of impacts) of the technology on each 
party

The report (OTA 1976) outlined a list of questions to be considered for 
each potential area of impact. Box 1.1 shows the questions about the implica-
tions for patients and families of a new heart valve.

Box 1.1: Questions to Assess the Impacts of Medical Technologies on 
Patients: Heart Valve Example (OTA 1976, reformatted)

What are the implications of the technology for the patient?
What will be the quality of life of the patient who has been treated? 

Normally active?

Moderately restricted? Physically disabled?

A recipient of an artificial heart could reasonably expect to lead an active, 
productive, fairly normal life.
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What psychological effects can be anticipated? Guilt? (Because of high 
financial and social costs to family) Anxiety? Feelings of dehumanisation? 
Dependency? Anxieties and even psychoses might be precipitated in heart 
recipients who are preoccupied by dependence on an inorganic source of 
power. Such reactions have been observed in patients receiving dialysis for 
chronic kidney disease. Furthermore, some of the drugs that might be used as 
supportive therapy, e.g. steroids, themselves have psychotropic effects.

If nuclear-powered artificial hearts are used, it may be necessary to iden-
tify or even monitor movement of recipients in order to protect the nuclear 
fuel and to recover it after death. Recipients might be required to waive some 
of the individual freedom most of us take for granted.

Will regimentation result from the use of the technology? Loss of freedom 
over one’s body?

Death from heart disease is sometimes, although not always, swift and 
painless. Although the benefits of prolonging life with an artificial heart are 
obvious, the recipient will have to be made aware of the possibility of death 
from failure of the implant procedure.

Will the use of the technology increase the probability of a lingering and 
painful death?

Once surgery is complete, the procedure can be reversed only by removing 
or deactivating the artificial heart, thereby allowing the patient to die.

Will the effects of the new technology be reversible if the patient feels that 
its benefits are outweighed by its drawbacks? Will the individual be able to 
choose to die?

What are the implications for the patient’s family?
Implantation of an artificial heart will permit survival of the patient, and 

the benefits to the rest of the family will be numerous. On the other hand, 
unless the cost of implantation of the heart is covered by some third-party 
payer, the enormous financial burdens could impoverish the patient’s entire 
family and strain intrafamily relationships.

What will be the costs to the family? How will the new technology affect 
family structure?

The plutonium contained in a nuclear-powered artificial heart may, how-
ever well shielded, emit radiation that could pose some danger to family mem-
bers who are frequently close to the patient.

Will there be any physical dangers to the immediate family?
Will the device or procedure be psychologically acceptable to the family?
Will active cooperation or assistance of family members be necessary on a 

continuing basis?
How will the new technology affect individual or family budgets? What 

purchases will families forego if they have to pay for the new technology?
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1.3  Development of HTA

1.3.1   Spread of HTA

Although OTA was criticised as being an ‘unnecessary agency’ (Banta 2009 [8]) 
and closed in 1995, it stimulated technology assessment activities in other countries 
(Banta  2009). In Denmark, in 1982, and Sweden in 1987, national organisations 
were given responsibility to undertake systematic assessments of all forms of health 
intervention (including medical technologies, educational programmes, organisa-
tion of care) to inform policy and practice (Sigmund and Kristensen 2009; Jonsson 
2009). So the ethos and processes of OTA’s technology assessment were used under 
the new name of health technology assessment, with definitions of HTA that were 
taken directly from OTA’s work. These have stood the test of time and have now 
been adopted by international societies and networks (Box 1.2).

Box 1.2: Definitions
Health technology is the application of scientific knowledge in healthcare 
and prevention, including technologies such as diagnostics, treatments, medi-
cal equipment, pharmaceuticals, rehabilitation, prevention methods, organisa-
tional and supportive systems within which healthcare is provided.

HTA is a multidisciplinary process that summarises information about the 
medical, social, economic and ethical issues related to the use of a health 
technology in a systematic, transparent, unbiased, robust manner. Its aim is to 
inform the formulation of safe, effective, health policies that are patient 
focused and seek to achieve best value. Despite its policy goals, HTA must 
always be firmly rooted in research and the scientific method.

(EUnetHTA 2016a)
HTA is a field of scientific research to inform policy and clinical decision- 

making on the introduction and use of health technologies. Health technolo-
gies include pharmaceuticals, devices, diagnostics, procedures and other 
clinical, public health and organisational interventions.

HTA is a multidisciplinary field that addresses the clinical, economic, 
organisational, social, legal and ethical impacts of a health technology, con-
sidering its specific healthcare context as well as available alternatives. The 
scope and methods of HTA may be adapted to the needs of a particular health 
system, but HTA processes and methods should be transparent, systematic 
and rigorous. In health systems throughout the world, HTA plays an essential 
role in supporting decision-making.

(Health Technology Assessment International (HTAi) 2016)
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The proliferation of HTA in the past two decades is shown by the breadth of 
membership in the International Network of Agencies for HTA (INAHTA). INAHTA 
is a society for non-profit HTA bodies, with 51 members in 31 countries in 5 
 continents (INAHTA 2016). Furthermore, in 2014, the World Health Organization 
(WHO) issued a declaration recognising that HTA offers rigorous and structured 
research methodologies and transparent and inclusive processes. It recommended 
the use of HTA in all its member states to guide policies for rational and efficient 
use of medicines and devices to inform policies of universal health coverage and 
support sustainable health systems (World Health Organisation 2014).

1.3.2   The HTA Process

HTA has a scientific basis, involving critical appraisal of evidence available from 
research. However, as HTA seeks to inform policy about the use or organisation of 
a health intervention in a national, regional or local context, the process of doing 
HTA is different in each healthcare system. It takes account of the system’s respon-
sibilities, structure, care pathways and policy drivers (Chap. 31).

HTA has been described as:

• Assessment: critical review and scientific summary of the (international) evi-
dence about relevant aspects of the health technology (Garrido et al. 2008)

• Appraisal: wider consideration of the assessment information, taking account of 
(local) values and other factors (Garrido et al. 2008)

The processes for assessment have been developed over decades and arise from 
the evidence-based medicine movement. However, HTA goes beyond evidence- 
based medicine to interpret the evidence in relation to the local healthcare system. 
For this interpretation, a multi-stakeholder advisory group is often needed. In HTA 
systems that feed directly into healthcare decisions (such as for reimbursement 
decisions), this process is called appraisal, but in other systems that are more advi-
sory in nature, this terminology may not be used (Chap. 28).

In the past decade, it has also been recognised that HTA may need to extend 
its remit beyond traditional assessment/appraisal boundaries to influence the 
generation of evidence for a health technology over its life cycle of development 
and use (Facey et al. 2015). HTA bodies can provide helpful advice on clinical 
studies that are primarily designed for other purposes (such as a regulatory 
authorisation) or on research specifically commissioned to study particular impli-
cations of the health technology (such as comparative effectiveness, economic 
evaluations or user attitudes). Where there are major uncertainties in the evidence 
at the time of HTA assessment, further evidence collection may be instigated to 
collect specific outcomes to confirm the value of a promising health technology 
in the so-called managed entry agreements (Klemp et al. 2011). HTA bodies can 
advise in both situations on the evidence that would be of value to HTA.
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1.3.3   HTA Methods

HTA is founded on scientific research and seeks to answer clear, structured research 
questions about the implications (direct and indirect, intended and unintended) of 
using the health technology. It is often structured using the PICO framework from 
evidence-based medicine (Sackett et al. 1997):

• Population (who should be treated)
• Intervention (technical specification of health technologies under study, how 

they will be given)
• Comparator (health technologies currently used in the health service)
• Outcome (what outcomes/impacts are important)

Research questions are answered primarily by secondary research (systematic 
review of published literature with critical assessment of relevant studies) or if no 
literature can be found, by primary research (undertaking new research).

One of the first detailed HTA handbooks published in English came from the 
Danish Centre for HTA (DACEHTA) in 2001. It was updated in 2007 (Kristensen 
and Sigmund 2008) and presented a comprehensive model of HTA based on:

• Clinical effectiveness
• Cost effectiveness organisational issues
• Patient aspects

The handbook covered the planning of HTA, ethical considerations, systematic 
literature review (for all aspects of the HTA), primary research to understand stake-
holders perspectives (qualitative methods, survey methods, analysis of registries 
and measurement of health status), clinical effectiveness, patient aspects, organisa-
tional issues, economic issues, synthesis and quality assurance to formulate a sound 
basis for decision-making.

In the 1990s and early 2000s, collaborative HTA work was undertaken among 
HTA bodies in the EUR-ASSESS1 and ECHTA2 Projects (Banta et al. 1997, Jonsson 
et al. 2002). This was followed in 2006, by the European Commission- funded proj-
ect to develop a European network for HTA (EUnetHTA) and three subsequent Joint 
Actions3 of European Union (EU) Member States. The centrepiece of this work 
from a methodological standpoint has been the HTA Core Model® (EUnetHTA 
2016b), which has nine domains:

 1. Health problem and current health technologies
 2. Description/technical characteristics
 3. Safety
 4. Clinical effectiveness

1 Coordination and Development of Health Care Technology Assessment in Europe
2 European Collaboration on HTA
3 Joint Actions are initiatives that are co-funded by the European Commission and Member States.
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 5. Costs/economic evaluation
 6. Ethical analysis
 7. Organisational aspects
 8. Patient and social aspects
 9. Legal aspects

The HTA Core Model® documentation is a detailed report of over 400 pages, 
which describes how each domain should be studied, including assessment ele-
ments (research questions) that might be relevant for each domain and methods to 
study those questions, by secondary or primary research.

Another handbook for HTA by Goodman (2014), based on his HTA 101 course, 
includes methodology chapters and policy topics that have emerged over the past 
decade including comparative effectiveness research, managed entry agreements 
(risk-sharing schemes, patient access schemes), innovation and rapid HTA.

These forms of HTA that study a range of impacts of a health technology are 
often called ‘full HTA’ or ‘comprehensive HTA’.

Although the focus and methods used for HTA in each country vary, all HTA 
bodies evaluate the clinical effectiveness of a technology, assessing clinical evi-
dence from international trials in relation to the clinical pathways in their local 
healthcare system. They are seeking to understand the ‘added value’ of a health 
technology compared to their current standard of care. Often, added value is not 
clear for the entire population, and so a specific sub-group may be identified in 
whom the added value is higher or who have greater need for a new technology 
because they have more limited alternatives.

Many HTA bodies also evaluate economic considerations such as cost- 
effectiveness (value for money) and budget impact (total cost per year of the treat-
ment for all the patients that are expected to receive the treatment). Only a few HTA 
bodies systematically and explicitly evaluate social, legal or ethical issues or organ-
isational or patient aspects.

One of the major changes to HTA methodology in the 2000s was the move away 
from comprehensive HTAs to more rapid processes that could inform reimburse-
ment/coverage decisions of medicines. This has meant HTAs occur at the point of 
market launch when the only evidence available is from the clinical research devel-
oped for the regulatory submission, which may not be published (Facey et al. 2015).

To inform reimbursement, HTAs had to be produced much quicker and in 
larger numbers than comprehensive HTA allowed. These more rapid HTAs also 
required new processes that were less resource intensive for HTA staff. So there 
was a move away from HTA researchers undertaking systematic reviews of all 
published evidence and producing comprehensive reports about all the implica-
tions of using a health technology. Instead, submissions of evidence were sought 
from health technology developers, or rapid literature reviews of other systematic 
reviews were undertaken. This has resulted in shorter HTA reports targeted at 
decision-makers (Watt et  al. 2008). In the past decade, as new countries have 
instigated HTA, most have taken on these more rapid processes, and so assess-
ment of the wider implications of using a health technology have been lost 
(Nielsen et al. 2011).
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To inform reimbursement, HTAs had to be produced much quicker and in larger 
numbers than comprehensive HTA allowed. These more rapid HTAs also required 
new processes that were less resource intensive for HTA staff. So there was a move 
away from HTA researchers undertaking systematic reviews of all published evi-
dence and producing comprehensive reports about all the implications of using a 
health technology. Instead, submissions of evidence were sought from health tech-
nology developers, or rapid literature reviews of other systematic reviews were 
undertaken. This has resulted in shorter HTA reports targeted at decision-makers 
(Watt et al. 2008). In the past decade, as new countries have instigated HTA, most 
have taken on these more rapid processes, and so assessment of the wider implica-
tions of using a health technology have been lost (Nielsen et al. 2011).

HTAs often find ‘uncertainties’ in the evidence due to:

• Short-term outcomes studied in controlled clinical trials that may not reflect 
clinical practice

• Lack of data about the health technology comparator of interest
• Limited evidence about the costs and impacts of the health technology and its 

comparator over the lifetime of a patient

These are often exacerbated in rapid HTAs, where evidence is only available 
from limited sources over a short time period.

These uncertainties are often the key areas of discussion by an appraisal or multi- 
stakeholder advisory committee. Indeed, Hofmann noted that value judgements are 
needed in economic evaluations, analysis of ethical, legal and social issues and 
reporting of HTA results and in appraisal and decision-making (Hofmann et  al. 
2014). However, few HTA bodies are explicit about their scientific and social value 
judgements (Rawlins 2014, Hofmann et al. 2014).

As (OTA 1976) identified, when there may be differences in values, as broad a 
group as possible should be involved in  preparing the assessment, including adversar-
ies on certain issues. Daniels and Sabin (2008) also indicated that decisions must rest 
on reasons that stakeholders can agree. Furthermore, as HTAs have been increasingly 
used to inform reimbursement/coverage decisions that manage patient access to health 
interventions, public and patient interest in HTA has increased. As a result, various 
groups of stakeholders and academics have developed principles for HTA (Wilsdon 
and Serota, 2011) that cover the structure, methods, process and use of HTA. These all 
include the need to involve stakeholders in HTA.

1.4  Patient Involvement in HTA

HTA processes could be considered as including the five pillars of quality relating 
to effectiveness, safety, efficiency, timeliness and equity, and so the sixth pillar of 
quality relating to patient centredness should also be included (Committee on 
Quality Health Care in America 2001). Moreover, it has now been recognised that 
patient involvement in HTA can contribute to democratic, technocratic, scientific 
and instrumental goals (OHTAC Public Engagement Subcommittee 2015).

1 Health Technology Assessment
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In this chapter (and for the rest of the book), we use the term ‘patient’ to mean 
anyone who has direct experience of living with the condition being studied in the 
HTA or who may be eligible to receive the technology (e.g. specific members of the 
public who might be invited for vaccination or to undertake a diagnostic interven-
tion). This can include individuals who have had or have the condition, informal 
caregivers (sometimes called carers) and voluntary groups that advocate for patients, 
such as patient organisations, self-help groups, user groups and patient associations. 
This does not include general members of the public or citizens who may use other 
services in the health system or someone who is a clinical expert.

‘Involvement’ is a term that is used widely but may be understood in different 
ways in different countries and alternative terms such as engagement, participation 
and empowerment may be used (Barello et al. 2014). This book presents the concept 
developed by the HTAi Interest Group for Patient and Citizen Involvement in HTA 
(the HTAi Interest Group) that patient involvement in HTA encompasses two dis-
tinct but complementary ways in which HTAs could be strengthened by taking 
account of patients’ perspectives (adapted from Facey et al. 2010):

• Research into patient aspects (patients’ experiences, preferences, perspectives)
• Patient participation in the HTA process

Coulter (2004) stressed that as HTA involves value judgments, it should have 
greater patient and public participation. She stated that a patient-focused HTA 
would determine the types of questions that patients want to be answered and 
engage them in determining HTA priorities, designing and conducting assessments 
and appraisals, receiving and using findings from HTA and debating policy priori-
ties and rationing. In 2010, Gauvin et al. (2010) provided a framework to consider 
the different levels of patient and public participation that could be used at every 
stage of HTA. This framework has been developed further in Chap. 5 to identify 
specific mechanisms of participation that have been used by the HTA bodies who 
present their work in Part III.

Coulter (2004) also stated that the HTA research process should include a variety 
of methods to determine the experience, views and preferences of wide groups of 
patients. The DACEHTA Handbook on HTA (Kristensen and Sigmund 2008) and the 
EUnetHTA Core Model® (EUnetHTA 2016b) presented methods to obtain robust 
evidence about patients’ perspectives and experiences, but this is within the context 
of the full HTA. For the many HTA bodies that focus on the assessment of clinical 
and cost-effectiveness, and who must do this in a rapid time frame, there are ques-
tions about how to develop robust patient-based evidence (Chap. 4). Like all issues 
in HTA, planning is key and such research should be planned well in advance (Facey 
et al. 2010) and international, multidisciplinary collaborations encouraged. Part II of 
this book will present methodologies for qualitative and quantitative research to 
understand patient aspects, including discussion of these challenges.

In 2014, HTAi undertook an international Delphi process to create consensus on 
Values and Quality Standards for Patient Involvement in HTA (HTAi 2014) as pre-
sented in Table 1.1 and Box 1.3. The values clearly relate to either research or par-
ticipation, but the quality standards may relate more to participation with the 
assumption that research has its own ethical standards.
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Table 1.1 HTAi Values for Patient Involvement in HTA (HTAi 2014)

Value Descriptor

Relevance Patients have knowledge, perspectives and experiences that are unique and 
contribute to essential evidence for HTA.

Fairness Patients have the same rights to contribute to the HTA process as other 
stakeholders and have access to processes that enable effective engagement.

Equity Patient involvement in HTA contributes to equity by seeking to understand the 
diverse needs of patients with a particular health issue, balanced against 
the requirements of a health system that seeks to distribute resources fairly 
among all users.

Legitimacy Patient involvement facilitates those affected by the HTA recommendations/
decision to participate in the HTA, contributing to the transparency, 
accountability and credibility of the decision-making process.

Capacity 
building

Patient involvement processes address barriers to involving patients in HTA 
and build capacity for patients and HTA organizations to work together.

Box 1.3: HTAi Quality Standards for Patient Involvement in HTA 
(HTAi 2014)
General HTA process

 1. HTA organisations have a strategy that outlines the processes and respon-
sibilities for those working in HTA and serving on HTA committees to 
effectively involve patients.

 2. HTA organisations designate appropriate resources to ensure and support 
effective patient involvement in HTA.

 3. HTA participants (including researchers, staff, HTA reviewers and com-
mittee members) receive training about appropriate involvement of patients 
and consideration of patients’ perspectives throughout the HTA process.

 4. Patients and patient organisations are given the opportunity to participate 
in training to empower them so that they can best contribute to HTA.

 5. Patient involvement processes in HTA are regularly reflected on and 
reviewed, taking account of the experiences of all those involved, with 
the intent to continuously improve them.

For individual HTAs

 6. Proactive communication strategies are used to effectively reach, inform 
and enable a wide range of patients to participate fully in each HTA.

 7. Clear timelines are established for each HTA with advance notice of deadlines 
to ensure that appropriate input from a wide range of patients can be obtained.

 8. For each HTA, HTA organisations identify a staff member whose role is 
to support patients to contribute effectively to HTA.

 9. In each HTA, patients’ perspectives and experiences are documented, and the 
influence of patient contributions on conclusions and decisions is reported.

 10. Feedback is given to patient organisations who have contributed to an 
HTA, to share what contributions were most helpful and provide sugges-

tions to assist their future involvement.
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1.5  Discussion

As Part III of this book shows, HTA bodies vary widely in their roles and functions. 
Some undertake comprehensive HTAs; others perform rapid HTAs. Some have a 
remit to do the assessment, others do appraisal, some do both. Some assess indi-
vidual health technologies in each HTA. Some assess a wide range of health tech-
nologies for a condition in one HTA.  Some provide scientific advice to health 
technology developers about their trial design, and some manage registries to col-
lect evidence post HTA to inform a future reassessment.

HTA appraisal committees judge the available evidence within the local social 
and political context, trying to create fair processes with consistent decisions that 
can be explained. As Coulter (2004) noted the balancing act of individual needs 
versus population requirements cannot be left to ‘experts’ alone. Patients (and citi-
zens) need to understand the choices confronting policymakers and have the chance 
to be involved in determining priorities and trade-offs, but this must be done in a 
manner that promotes fair decisions for all users of the health system (Coulter 
2004). Indeed, as Menon et al. (2015) stated, patient involvement can help resolve 
the decision uncertainties that arise in any HTA.

Patient involvement in HTA can help with the difficult value judgments that arise when 
clinical and economic evidence is limited, or added value is at the cusp of a pre-defined 
threshold, by explaining the real-world implications for patients. This becomes increas-
ingly important as expedited regulatory pathways (Eichler et al. 2015, Food and Drug 
Administration 2015), an increased number of products for rare diseases and stratified 
medicine yield smaller clinical evidence bases. It is also relevant for all forms of health 
technologies other than medicines, where the evidence base has always been sparser.

HTA has been described as ‘a bridge between the world of research and the 
world of decision-making’ (Battista and Hodge 1999 [1464]). I have often modified 
this image to explain that patient involvement provides the lights on the bridge. It 
can alter the value judgments made in any HTA by elucidating the unintended and 
indirect impacts of the health technology, illuminating areas of unmet need, out-
comes that matter to patients and informing determination of added value.

1.6  Conclusion

This chapter began with a review of HTA showing that when it was developed 
40 years ago, it was intended to assess all the implications of using a health technol-
ogy, and explicit questions were developed for patients and families. As HTA has 
evolved and been used to inform reimbursement and coverage decisions, compre-
hensive assessments are less common, and in many jurisdictions, focus has been 
placed on clinical effectiveness and cost-effectiveness. Systematic research on 
patients’ perspectives and experiences has often been replaced by processes to help 
patients participate in HTA.  These elements of research into patient aspects and 
patient participation are complementary, and both are the basis for how HTAi would 
define patient involvement in HTA. This is important because patient involvement 
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can identify unique patients’ perspectives that can help interpret the clinical evidence 
base and inform the value judgments that are inherent throughout the HTA process.
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