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The worldwide COVID-19 pandemic has shed more light on the difficulty of making health ca{ I EESNINN

integrating scientific knowledge and values associated to life and death
issues, human suffering, quality of life, economic losses, liberty of movement, etc. But the difficulties related to health care decisions and the use of
innovative drugs or technologies are not new, and many countries have created agencies that have the mandate to evaluate new technologies in
health care. Health Technological Assessment (HTA) reports’ aim is to guide the decision makers in these difficult matters. There are two ethical
components in HTA. The first is the report’s presentation of an ethical evaluation of the technology. The second is the value-ladenness of the HTA
decision-making process itself. When implicit value judgments are not elicited, the justification of the final decision cannot be transparent. The
present paper aims to identify and elicit the implicit value- judgments related to each step of the HTA process. This research is grounded on a<span
>n<span ''="""> applied ethics decision-making paradigm based on the role of value judgments in the decision-making process. The first
part discusses two different approaches to values and value judgments in HTA. In the second part, citations mentioning value judgments extracted
from a systematic review on the integration of ethics into HTA were categorized to elicit the value judgments and their criteria for each different
HTA decision-making steps. The results show that there are 18 decision-making steps in the HTA process where 23 implicit value-judgments can be
recognized. The range of these value judgments encompass<span ''=""">es<span ''='""'> the whole HTA process: from the initial request, the
presenting of the principal issues, to the final report’s dissemination. Since stakeholders need to understand which value judgments the conclusion

rn_rn

of a report relies on, eliciting the implicit value judgments in the HTA decision-making process should yield more transparency.

Applied Ethics, Health Techaolog

the HTA process are grounded on value judgments (Hofmann et al.,
2015, 2018; Saarni et al., 2011). In 2005, the INAHTA addressed the
question of the necessity to elicit these value judgments in HTA
reports to its Ethics Working Group (INAHTA, 2005). Even if there
are implicit value judgments in HTA, should HTA reports elicit these
implicit value judgments imbedded in the process? Does the decision
maker need this elicitation to complete his decision-making process?

The debate on eliciting value judgments in the HTA process raises
fundamental questions for philosophy: What is a value? What is a
-value judgment? What role do value judgments have in decision
making? How do factual judgments and value judgments merge in
the decision-making process? Applied ethics has, from the very
beginning, focused on decision-making. Medical ethics and bioethics
were always concerned with the decision-making of doctors, nurses
and other health professionals in complex clinical decisions. As
Joseph Fletcher has shown at the initial establishment of applied
ethics, decision-making is always contextual. What he named
situational ethics can only be guided by value judgments based on
reasons rather than deductive application of norms (Fletcher, 1966).

-The conceptual analysis of values, value judgments and the decision
making paradigm is a prerequisite for a systematic analysis of the
value judgments implied in the HTA decision-making process.
Therefore, the first part of this paper will address the role of values
and value judgments in the decision-making process. Our aim is to
elicit the implicit decision-making paradigm implied in the HTA
literature in order to compare it to an applied ethics approach derived
from an ethical deliberation framework we developed for
nanotechnologies (Patenaude et al., 2015). In the second part, we will
operationalize the decision-making applied ethics parading and elicit
the implicit value-judgments of the HTA decision-making process
based on HTA practitioners’ experience and the HTA literature on

the subject.

2. Conceptual Analysis of Values, Value Judgments and
Decision-Making in HTA

It is generally assumed that the aim of HTA reports is to help
decision makers in their work. With this assumption in mind, we can
-consider that the HTA process is therefore guided by a decision
making paradigm. The traditional distinction of a two-phase process

Assessment, Decision-Making

The worldwide COVID-19 pandemic has shed more light on the
difficulty of making health care decisions integrating scientific
knowledge and values associated to life and death issues, human
suffering, quality of life, economic losses, liberty of movement, etc.
But the difficulties related to health care decisions and the use of
innovative drugs or technologies are not new, and many countries
have created agencies that have the mandate to evaluate new
technologies in health care. The World Health Organisation defines
health technology assessment as follows: “Health technology
assessment (HTA) refers to the systematic evaluation of properties,
effects, and/or impacts of health technology. It is a multidisciplinary
process to evaluate the social, economic, organizational and ethical
issues of a health intervention or health technology. The main
-purpose of conducting an assessment is to inform policy decision

making.” (WHO-HTA, 2017).

The value-ladenness of the HTA process has been widely recognized
in the HTA literature for different reasons (Burls et al., 2011; DeJean
et al., 2009; Duthie & Bond, 2011; Hofmann, 2008; Reuzel et al.,
2004; Saarni et al., 2011; ten Have, 2004), all of which converge on
their fundamental role in decision-making. Considering that the
essential goal of HTA is to improve health care, the main objective
of HTA reports, according to some authors (Hofmann, 2008; Saarni
et al.,, 2011, 2008), is to elicit the reasons grounding the final
decisions in health care. From an applied ethics perspective,
grounding reasons for these decisions are not only facts but also
values. The quality of health care for a population can be considered
as the fundamental value guiding the decision maker. How can HTA
reports accomplish their social mission in order to guide decision
makers in health care? For many authors (Hofmann et al.,
2018; Sandman & Heintz, 2014; ten Have, 2004) there are two
phases in HTA reports: the assessment phase where scientific data is
gathered on efficacy, safety and costs, and the appraisal phase of the
data where contextual considerations are considered and
-recommendations proposed. According to these authors, the value
ladenness can only be found in the appraisal phase of a health
technology process since this phase is intertwined with values,
whereas the assessment phase solely rests on facts. The classical
distinction between fact and value judgments governs unconsciously
the entire process of HTA (Legault, K.-Bédard, Bellemare et al.,
2018). Other authors have clearly demonstrated that all of the steps in
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comparator, as well as selecting economic models and how to present
the results, are strongly value dependent” (Hofmann et al., 2018). In
other words, the methodological decisions made in the scientific

assessment are related to values.

To show this value dependence the authors present 7 different
categories of values involved in HTA with corresponding associated
values (Hofmann et al., 2018). Six categories of values are listed:
Decision making values, Values in HTA, Value of HTA, Professional
values, Social values, Person-related values and Basic Human values.
This analysis sets out the value dependence of all parts of HTA and
its value-ladenness by associating different values to aspects of the
process, but there is no specific analysis of the relation between the

steps of the HTA process and the values listed.

When analyzing the aspect of “facting evaluations”, the authors refer
to the role of society in constructing values (Hofmann et al., 2018).
The social construction of values is imbedded in technology and
technological development, as well as in social agencies making
technological assessments. Furthermore, discussion on values in HTA
with stakeholders’ involvement is an alternative route to socially

construct evaluations of a technology.

Analysing their philosophical contribution to the fact-value
relationship, the authors first refer to David Hume’s law stating that
you cannot infer from facts what should be done (Hofmann et al.,
2018). In other words, “(...) a fact always needs to be complemented
by a number of value assumptions to work as action guiding.” This is
the only reference to the relationship between value assumptions and
action. But the question of how value assumptions guide action is not
analysed. As their table on values in HTA implicitly suggests, the
distinction between instrumental and intrinsic values could help
clarify the role of values in HTA. But there is no discussion on what
the intrinsic values are and how exactly they play a role in HTA. In
their philosophical considerations, values are associated to the
different goals and “the awareness of various goals makes it possible
to identify potential conflicting values” (Hofmann et al., 2018).
Finally, the authors reject both the positivist and social constructivist
conception of values as mere personal or social preferences. “They
are part of a process of framing the relationship between our goals
and aspirations and various constraints. How rational this process is,
depends on how well we are to assess the relation between facts and
values.” One major contribution of this analysis is to recognize that
fact and values are socially intertwined in social practices, be it HTA
agencies, social, professional or personal practices. Values are
associated to the goals we seek in our practices and these goals
connote what we aspire to. The aspirational dimension of values is
not considered to be a personal or social preference because the
process of values and action refers to reasons, but such relation is not
specified. This approach is concentrated on values, but it does not
take into consideration the nature and role of value judgments in the

decision-making process.

Another way of thinking the relationship of fact-value in HTA is to
imbed this relationship in an applied ethics decision-making
paradigm. The distinction between rational and reasonable made by
Perelman (Perelman, 1979) proposes a new path, which
acknowledges the place of reason in decision-making. Deductive
logic lies in the sphere of the rational while the reasonable one
applies to decision-making. A reasonable decision takes into account
the compromises necessary to be applicable in concrete situations.
Therefore, a reasonable decision is based on facts and values that are
intertwined in the decision process. An applied ethics’ deliberative
model proposed for professional decision-making (Legault,
1999) and for responsible innovation (Legault, Vercheéres, &
Patenaude, 2018) considers the decision-making process in 4 steps
(Figure 1). The first step consists of making an impact analysis of the
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-in HTA, consisting of assessment and appraisal sets a decision
making paradigm that considers two sets of data. Assessment of
efficacy and safety are considered as facts and the factual judgments
are grounded in experimental research principally controlled trial that
give what is considered as context-free evidence. Economic analysis
depends more on contextual considerations, but it still provides
evidence based on facts, even if they are context-sensitive. In the
HTA process the impacts of the technology is restricted to two
domains: health and economics, the other impacts on people,
professionals, organizations and society are not considered important
data at this phase in the decision-making process. One way of
explaining the importance given to efficacy, safety and economics in
technology assessment is to consider that HTA has inherited from the
distinction between environment, health and safety issues (EHSI) and
ethical, legal and social issues (ELSI) in regulatory law. Regulatory
laws cannot impose arbitrary constraints that would hinder the liberty
of commerce. Only scientific evidence showing that there are serious
impacts on environment, health or safety can justify imposing
restrictions on production or distribution of the products (Bernier et

al., 2020).

Introducing a health technology can have an impact on the rights of
the citizens or on the ways people live, and this raises questions about
their legal or moral acceptability. These concerns are the subject
matter of the appraisal phase. Usually, at this phase, contextual
considerations on the ethical, legal, organizational, professional and
social impacts are deemed relevant. This decision-making paradigm
reproduces the classical distinction between judgment of facts that
are objective and value judgments that are subjective. A sound
decision is based, therefore, on objective facts established by
scientific research. Since science cannot appraise these facts based on
“objective reasons” the contextual considerations in the HTA reports
therefore inform the decision maker of certain impacts that he can
only assess subjectively. If the decision-making paradigm was only
based on factual data, this would be a rational decision-making
process. If the technology is really efficient, safe and affordable,
there should be no hesitation in adopting it. But if there is no
conclusive evidence on efficiency, safety or affordability, then the
decision should be postponed until the evidence is available. In real
life situations, however, such conclusive evidence is not always
available and decisions cannot wait until all the evidence is available.

In the HTA literature, philosophy is mainly referred to in the context
of the ethical evaluation of a technology. Nine approaches have been
identified as candidates for this ethical evaluation process (Legault et
al., 2019). In most of the approaches normative models are applied to
a specific technology and the relationship of facts to value is one of

conformity. In other words, do the facts show a breach of a norm.

Value-ladenness of the HTA process opens another philosophical
area, focused on the relationship of facts and values in action.
Unfortunately, there are very few articles on the fact-value
dichotomy in decision-making or on the relationship of fact and

values in the HTA decision-making process.

In their analysis of the fact-value relationship in HTA, Hofmann,
Bond and Sandman (Hofmann et al., 2018) qualify this relationship
as one of “evaluating facts and facting evaluations”. Different aspects
of evaluating facts are highlighted. The first example is relative to the
positivistic approach where facts are pure facts and have no relation
to values. This approach is the background for the distinction
between two forms of evidence in HTA: context-free evidence and
context-sensitive evidence. The first has more value for a positivist
than the other because it is based on “objectivity”. In other words,
contextual analysis corrupts the objectivity of science. Another
example is the process of HTA itself, “from selecting a technology
for assessment and deciding on end points, population, and
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a situation, a priority setting of the value judgments to be considered
is the only way to resolve such conflict. This is a value judgment on
the value judgments that takes into consideration the specific
characteristics of the evaluation (i.e. more or less) and the referential
value for the quality of our living togetherness. In other words, the
final decision is grounded on the reasons that can be given to show
that the action considered is the best thing to do for all stakeholders

in the actual situation.

In our applied ethics’ decision-making process, facts and values are
intertwined since the facts ground the value judgments that are
central to the decision-making process and its justification to
-stakeholders. When applying this approach to the HTA decision
making process, implicit value judgments and their criteria can be

elicited.

Moreover, it has been argued that all the parts of HTA, from
selecting a technology for assessment and deciding on end points,
population, and comparator, as well as selecting economic models

and how to present the results, are strongly value dependent.

3. Eliciting the Implicit Value Judgments of the HTA Decisional
Process Based on HTA Practitioners’ Experience and HTA
Literature on the Subject

Each step of the HTA process involves important decisions that do
have impacts on the strength and limitations of the final report. The
first task of our analysis was to identify the decisions involved in
each step of the process and then clarify the structure of the implicit
value judgments involved. Evaluations, as explained in the previous
section, are not a description of something but rather the attribution
of a quality to something. Saying that an apple is good (value) is not
describing a quality of the apple but is rather attributing it such
quality. Evaluations, like assertions, should be grounded on reasons,
so on what grounds can we attribute the value of good to an apple?
The reasons for attributing goodness to something depend on the
criteria of that attribution. For example, an apple can be evaluated as
having a positive effect on a person’s health, such as stated in the
proverb: “An apple a day keeps the doctor away”. The criteria (i.e.
the health benefit) operationalize the general value attribution by
identifying the primary reason for such attribution, but this is not
sufficient since a causal relationship must link the apple to the health
of a person. This is why evaluations should be grounded on factual
-data. Many articles in the HTA literature have addressed the value
ladenness of the HTA process without a decision-making paradigm.
The aim of our analysis is to show, based on the HTA literature, how
a decision-making paradigm based on the structure of the value
-judgments could provide a better understanding of the value
ladenness of the HTA process. The following methodology explains
how this analysis, entirely based on the HTA literature, demonstrates

on how values are addressed in HTA process.

Quotes referring to value judgments were extracted from our
systematic review on the integration of ethics into HTA (Bellemare et
al., 2018) by two independent researchers. An initial identification of
the main steps of the HTA process implying implicit value judgments
was carried out and data on the nature of the given value judgment
was collected. As there exists no standardized procedure for the HTA
process due to the different types of mandates found throughout the
various HTA agencies and countries around the world, we
systematized the HTA decision steps according to the procedure
implemented by our local hospital-based HTA unit (UETMISSS of
CHUS, Sherbrooke, QC, Canada) with the participation of local
HTA  evaluators involved as co-investigators in  this
research (Bellemare et al., 2017). This procedure was itself inspired
in part by the work of others (Busse et al., 2002; European Network
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intended action and so considers both the impacts of doing and not
doing the action on all stakeholders. An impact analysis is based on
the causal connexion between the action and the impacts on all
stakeholders. Three sets of data are required: the first is the
identification of the nature of the impact’s connexion, the second the
knowledge that grounds the alleged connexion and the third, the
probability that the impact will indeed take place. Applied to HTA,
such impact analysis does not discriminate between the impacts:

efficacy, safety, cost, ethical, legal, organizational and

. Four steps process proposed for professional decision Figure 1
making and responsible innovation.

professional impacts are thus all as important. The three sets of data
must be generated for each impact without having an implicit priority
setting on scientific data over other data. The second step consists of
the evaluation of the impacts. Impact analysis is not value-free
because impacts are either positive or negative. Eliciting the implicit
value of the impact under consideration determines the referential
value for the evaluation (value judgment). For example, the impact of
a drug as a treatment for a disease would aim at establishing if there
is a causal relationship between them, and if so, what is exactly the
impact on the disease. But this drug will have side effects that have to
be analysed. The two implicit values are “efficacy” and “safety”. For
many HTA professionals, efficacy and safety are considered in HTA
as factual judgments and not value judgments. From a speech act
approach, factual judgments and value judgments differ mainly on
one characteristic, factual judgments are binary (true or false),
whereas value judgments are incremental judgments (more or
less) (Legault, K.-Bédard, Bellemare et al., 2018). Saying that a drug
is effective or safe is therefore a value judgment, based on certain
criteria utilized to evaluate its effectiveness or safety. The evaluation
consists of identifying at first the referential value, then the choice of
the criteria is made and their application to the facts is provided by
the impact analysis. A drug may be more or less effective, or more or
less safe. This is also true for all the values implied in the impact
analysis. An impact analysis will always show positive and negative
impacts on different stakeholders. This is often framed as a conflict
of values. In a decision process, however, a conflict of values is a
conflict between value judgments on the impacts considered. In such
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information sufficient to support decision makers with appropriate
guidance? Should other impacts such as: health expenditures, clinical
practice, modifications in the workplace and other impacts on
patients, be stipulated in the agencies’ mandate in order to fulfill the
agencies social role in guiding the decision makers? Assuming HTA
agencies are governed by an evidence-based approach, this
a value judgment that considers that evidence priori aimplies
grounded on rigorous scientific methodology is worthier to decision
makers than non-scientific, contextual, considerations.

Implicit value judgments that are imbedded in the establishment of
an HTA agency have an impact on the way the agency will analyze
any submitted request (Table 1 Steps 2, 3 and 4). A given agency
might consider that each submitted request must be treated exactly
the way the request was prepared. In other words, such an agency
may not have the power to question a submitted request. Other
agencies may analyze the request in order to clarify, for example, if
there are conflicts of interest or if the request is relevant to their

mandate and, in some cases, if they can prioritize a request.

The scoping (Table 1 Step 5) determines the outcome of the HTA
process, and the value judgments (implicit or explicit) made at this
step will be imbedded in future HTA steps. When the scoping step is
formalized into a procedure, such as involving an advisory
committee, the first decision to be made is the selection of
committee members. Here again, aside from the possible conflict of
interest, the choice of a member (a party) reflects an implicit value
judgment on the relevance and weight of this committee members’
point of view, and thus on the quality of information to be gathered
in a scoping process. For instance, to decide whether a patient should
already be a member of a committee at the scoping step requires an
analysis of the type of information this patient would bring to the
discussion and how other committee members would judge the
relevance of such point of view to the scoping process. Each
committee member will have a viewpoint on what type of impacts
should be considered in the HTA process. Taking into consideration
the value of such different standpoints will influence all the decisions

made during the primary analysis for the HTA.

Drugs and technologies may have multiple impacts on health, health
expenditures, quality of life, clinical or organizational practices, as
well as on our living togetherness. By selecting issues for the
preliminary analysis, the HTA process implicitly evaluates that
certain issues are more relevant than others. Such an evaluation rests
on the value attributed to the impacts of the drug or the technology
being assessed. Eliciting the implicit value judgment involved
requires providing justifications (or reasons) for excluding certain

issues at the early step of the process.

The HTA guidelines of the Agency for Health Technology
Assessment and Tariff System (AOTMIiT, Poland) (The Agency for
Health Technology Assessment and Tariff System, 2016) proposes,
for the decision problem analysis (scoping step), the use of a PICOS
scheme (Population, Intervention, Comparator, Outcomes and
Study). The choice of a comparator is fundamental for HTA analysis
because it will constitute the basis of its final evaluation. Basically,
the drug or technology to be evaluated will either be better, equal or
worse than the comparator. Since drugs or technologies may have
multiple impacts, determining that one comparator is better than
another requires an explanation. In HTA, clinical effectiveness
usually guides the choice of the comparator, but such a choice can
limit the taking into consideration of other impacts. For instance,
certain drugs could be less efficient for a given health problem when
compared to others, but they may have fewer side effects. If the
choice of the comparator is to uncover the best clinically efficient
drug or technology, this could constrain comparisons such as those of

the side effects and their impact on the patient.
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for Health Technology Assessment (EUnetHTA), 2016; Kristensen &
Sigmund, 2007).

Data from the selected quotes were identified by the two independent
researchers and recorded in a structured data collection sheet
representing: 1) the different steps of decision-making in HTA, 2)
the description of their inherent implicit value judgments
(evaluation) made explicit, 3) the criteria that grounds the attribution
of the value to the facts considered, and 4) references to the quotes
found in the HTA literature. The results were discussed, modified
and validated by the entire research team including local HTA
evaluators and a member of the Methodological Council of INESSS

and, as a result, mapped into a table (Table 1).

Table 1 shows 18 steps in the HTA process, whereby 23 implicit
value judgments (which were made explicit) can be observed. Of
course, this table is a not

. HTA process steps, their implicit value judgments madeTable 1
explicit and the eliciting criteria.

exhaustive account of all the decisions made in the whole HTA
process and it does not cover all value judgments, but it represents
the fundamental decisions made where important value judgments
are not explicitly addressed. The range of these value judgments that
were elicited encompass the whole HTA process from the initial
mandate of the agency presenting the decision-making issues to the
dissemination of the final report. The criteria corresponding to each
value judgment are also listed in Table 1. References to the published
citations gathered for each category indicate the nature of the value

judgments found in the HTA process.

HTA agencies throughout the world do not all have the same mandate
and are not constituted by the same legal decree (Table 1 Step 1). For
example, in the province of Québec (Canada), the HTA agency
Institut national d’excellence en santé et services sociaux (INESSS)
was established under a specific law requiring HTA to integrate both
scientific and ethical analyses (Editeur officiel du Québec, 2018). On
the other hand, the Canadian Agency for Drugs and Technologies in
Health (CADTH) was created based on an agreement between
federal, provincial and territorial governments. Thus, the social and
political decisions, taken when creating an HTA agency, implicitly
carry the implicit value-judgment of the relevance of the information
in the decision-making for the final report given their governance
context. In order to judge the relevance of such information, two
criteria are commonly used: relevance to the subject matter and
relevance to the quality of the information. Information on the health
-impacts of a given drug or technology is required to support a well
guided decision. Therefore, clinical and toxicological impacts must
be taken into consideration in the agencies’ mandate. But is this
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1 Step 10) is therefore central to the HTA process. The quality of the
evidence is evaluated differently, since each type of analysis
possesses its own different methodology. In fact, the quality standard
of evidence for clinical trial analysis cannot be transferred to cost and
economic evaluations or to ethical analyses. Randomized controlled
trials research is considered as high-quality evidence in clinical trial
analyses but this cannot be systematically transferred to the other

types of analyses.

Drafting an HTA report entails many decisions involving the choice
of the report’s argument structure and that of the information to be
included therein. The argument structure of the report involves
decision concerning five steps (see Table 1 Steps 11 to 15). The
distinction between assessment and appraisal proposes a way of
reporting the research findings as reported by Martin and colleagues:
“Following Blanquaert & Caron the process of HTA can be described
as a combination of two phases: 1) assessment, which includes
epidemiological studies, the collection of all available scientific
information (e.g., literature review, cost-effectiveness analyses) and
then a subsequent analysis and synthesis; and 2) appraisal, in which
contextualised studies are conducted and recommendations
made” (Martin et al., 2011). In this scheme, the report’s structure is
based on a distinction between “scientific information” and
“contextualized studies”. The scientific information is usually
synthesized according to the epidemiological studies’ quality of proof
and the cost-effectiveness analyses. However, in this scheme, it is not
clear how the results of contextualized studies should be presented.
Finally, since recommendations are a part of the appraisal phase, the
assessment phase’s results should be integrated with those of
contextual studies in the recommendations according to this

scheme (Martin et al., 2011).

Not every HTA report includes recommendations and many reports
end with a conclusion. This is often related to the governance
structure (Table 1 Step 1) of the HTA agency. The decisions implied
by choosing to give information or not in the conclusion of an HTA
report are guided implicitly by a value judgment on the conclusions’
relevance to decision makers. Should the conclusion answer only the
research question (Table 1 Step 7) or both the policy- and the
research-question (Table 1 Steps 6 and 7, respectively)? When the
conclusions are limited to the research question, they will focus
essentially on the results’ presentation and evaluation obtained to
answer the research question. Steps 11 to 14 (Table 1) will then be
oriented on the validity of the results presented. The conclusion of a
report answering not only the research question, but the policy
question as well, requires the information gathered in the conclusion
to be further evaluated. Policy questions are embedded in the daily
transactions of governmental or hospital decision makers. It is
difficult to answer policy questions without contextual studies on the
impacts of a given decision on different professional health practices
and services. In order to answer policy questions, it is therefore
required to combine all types of information gathered during this

process.

Combining all types of information requires an adjustment, in the
conclusion, of the evidence-based paradigm since such requirement is
rarely met in contextual studies. The evidence-based paradigm
advocates for a “rational decision-making” model, whereby the best
decision can only be grounded into validated and proven information.
This model assumes, however, that decision-making does not involve
value judgments but only facts. Furthermore, what happens when the
information gathered cannot be considered as evidence-based?
Bearing in mind that policy questions must be answered anyway, how
can HTA reports guide decision makers when clear-cut evidence is

not available?

When recommendations (Table 1 Step 15) are made in HTA reports,
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The AOTMIT HTA guidelines (The Agency for Health Technology
Assessment and Tariff System, 2016) highlight the importance of the
scoping step designation by qualifying it as the “decision problem
analysis”. “It is recommended to prepare decision problem analysis as
a separate document, which must be a common starting point for the
analysis of each health technology associated with a particular health
problem. The directions and scope of the analyses and methods,
including the rules for the selection of data and information
contained in the HTA report, must be presented in the decision
problem document” (The Agency for Health Technology Assessment
and Tariff System, 2016). There are two possible versions of this
decision problematic that need to be considered. The first is the
policy question (Table 1 Step 6), which refers to the very scope of
the decision that has to be taken by the decision makers. The framing
of the policy question clarifies the aim of the HTA in light of the
conclusions of the final report that should guide the final value
judgment on the actions to be undertaken. The social aim of HTA is
to guide decision makers in their difficult task of making choices that
have multiple impacts on individuals and society. The evaluation of
the relevance of an HTA report necessarily implies answering the
question: “How does this report help to answer the policy question?”

The second, which is the fundamental goal of the scoping step, is to
formulate the research question (Table 1 Step 7) and choose the type
of analyses and methods that will gather the information needed to
answer it. The goal of this preliminary analysis is to give reasons that
justify why the research question, as formulated, is the best to answer
the decisional question. The evaluation of the research question will
mobilize at least three criteria: its relevance to the agency’s mandate,
its relevance to the policy question and its relevance to the impact
analysis. Once the value of the research question is clearly elicited, it
can effectively guide the gathering of data, its interpretation and the

writing of the final report.

The data gathering strategy, as well as data gathering itself (Table
1 Steps 8 and 9, respectively), involves many methodological
decisions that will determine the overall value of the information
gathered and its relevance to the research question. HTA guidelines
such as the EUnetHTA Core Model (European Network for Health
Technology Assessment (EUnetHTA), 2016) propose specific
procedures for each type of analysis of a drug or technology. Each
analysis focuses on the convergence of certain impacts of the drug or
technology to be assessed. They are: safety, clinical effectiveness,
costs and economic evaluations, ethical analysis, organizational
aspects, patients and social aspects as well as legal aspects. For each
analysis, precision is given on the scope of the analysis (i.e. its
description), its methodology and the assessment elements. Safety
and clinical effectiveness usually share the same scientific
methodology, and this is why they are grouped together in the
AOTMIT HTA guidelines as clinical analyses (The Agency for
Health Technology Assessment and Tariff System, 2016). But
various methodologies for cost and economic evaluation differ from
one another. This also applies to ethical analysis, as well as the
gathering of information on the implied organizational, legal and
social aspects. At the end of the analysis, the value of the results can
only be elicited by understanding the rationale behind the multiple
value judgments implied in the methodological choices for each

analysis.

Since its beginnings, the HTA process has been guided by an
evidence-based procedure. The title of the 2018 Annual Health
Technology =~ Assessment  international ~ (HTAi)  meeting:
“Strengthening the Evidence-to-Action Connection” was significant
in that regard. But what is evident for some people may not be to
others. To show that something is evident requires giving proofs that
justify such judgment. Evaluating the quality of the evidence (Table
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the world are not identical, the decision-making steps inherent
to each mandate may differ. But the core of the evaluation
remains. What is the relevant information that is needed to
help decision makers in their difficult choices regarding drugs
and health technologies? What is the validity of the
information gathered? What are the best conclusions that can
be drawn from these different analyses? How can these
conclusions provide grounds for the value judgment imbedded
in the recommendations? What is the relevance of the HTA

findings for different stakeholders?

Eliciting the value-ladenness of the HTA process by linking
the value judgments in each decision-making step provides
focus on the crucial aspects that guide the entire HT A process.
Integrating ethics into HTA by eliciting value judgments
(evaluations) helps to understand that the ultimate aim of
guiding decision-makers can ideally be reached by making
recommendations based on evaluations (value judgments),
which are in turn grounded on the systematic application of
criteria based on empirical data. In this decision-making
perspective, judgment of facts and judgment of values are
intertwined throughout the entire HTA process from the
determination of the HTA agency’s mandate to the final

dissemination of the results.

This study clarifies the requisites to attain the social
expectations for more transparency not only in the HTA
process but in any decision-making process. Eliciting value
judgments, their criteria and the factual judgments relating
values and facts is the first operation required before the
-prioritizing of the conflicting value judgments in the decision
making process and each step should be justified on

reasonable grounds for more transparency.
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procedure. To evaluationthey clearly engage in a value judgment’s
recommend something means to advise someone on the best course
of action to be taken in a particular context. The validity of the
recommendation thus rests on the value judgment that attributes a
value to such course of action in this context. The evaluation of this
course of action requires weighting it against the different
evaluations from alternative courses of action. Eliciting value
judgments at the step of the recommendation can only be achieved
by integrating all the information from Steps 11 to 14 (Table 1) in a
final evaluation of the findings. If the reasons justifying the
recommendation are not clearly expressed in the report, they may
probably be judged as arbitrary or at least as lacking reasonable

grounds.

Reviewing of the HTA report (Table 1 Step 16) is another procedure
aimed to confirm its validity. In any reviewing process, the choice of
reviewers will also involve value judgments such as: is this reviewer
the best? The expertise of a given individual will usually warrant such
choice, but other contextual considerations will also often be
considered. If a reviewer is only chosen based on his or her specific
expertise, their evaluation might be limited to only one aspect of the
report. Deciding on how to incorporate the reviewers’ commentary in
the final report (Table 1 Step 17) requires evaluating the relevance of
their commentary. On what grounds specific commentaries will be
rejected while others be considered? Furthermore, does such
procedure include a dialogue with the reviewers and on how their

commentary are being dealt with?

The decisions involved in the dissemination of the report (Table
1 Step 18) are also value-laden. Whom is the report addressed to?
Which type of information is transferred in the report? The findings
of an HTA pertain to many stakeholders. The dissemination strategy
depends on the importance of the information for the different
stakeholders, as well as its relevance. In certain cases, a summary of
the full report can be intended for specific stakeholders, highlighting

the elements relevant to their concerns.

clit.)

In the HTA literature, two different ways of integrating ethics
into the HTA process have been reported. One concerns the
ethical analysis where ethical issues are identified, analyzed or
evaluated, while the other aims to elicit the implicit value
judgments involved in the HTA decision-making process.
Research in this latter field requires a philosophical analysis of
value, value judgments and decision-making. The HTA
process, based on scientific evidence, proposes a rational
decision-making approach where values are not considered
and where only proven evidence should be taken into account.
A sociological analysis reveals the dynamic of “evaluating
facts” and “facting evaluations” and how different types of
values identified in social practices could influence the
decision-making process in HTA. Neither of these approaches
clarifies the nature of values and their role in decision-making.
-We propose an alternative approach based on a decision
making paradigm elaborated in applied ethics where value
judgments are an essential part of a reasonable decision in a

particular context.

To operationalize this approach, we elicited, from a systematic
review of HTA literature, eighteen steps in the HTA process
and twenty-three implicit value judgments involved therein
and their criteria. Since the mandate of HTA agencies across
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