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ARTICLE INFO ABSTRACT

Keywords: Prioritization of COVID-19 vaccines is one of the most relevant topics in the current pandemic emergency.
Prioritization Prioritization decisions are political decisions that are value-laden, and as such of ethical nature. Despite the
vac_dne clear political and ethical nature of this topic, prioritization decisions are often interpreted and presented as
gg;;sce scientific decisions. The aim of this article is twofold. First, we aim to show critical points that characterize

certain pandemic vaccination plans from the ethical viewpoint using four dimensions (problem definitions,
incorporation of different perspectives, context, and specification). The four dimensions were drawn from
findings of the European project “VALIDATE” (VALues In Doing Assessments of healthcare TEchnologies”,
https://validatehta.eu). Second, we aim to reframe the issue about prioritization itself in the light of the four
dimensions mentioned. Our conclusion is that policy-problem definitions, incorporation of different perspectives,
contextual considerations and specification of moral principles seem to be common critical points of some
vaccination plan documents. The European project “VALIDATE” seems to be able to provide a useful and
profitable approach to address many of these critical points.

Italian COVID-19 vaccination program

Prioritization decisions are political decisions that are value-laden,
and as such of ethical nature. Based on different single key values (for

1. Introduction

Prioritization of COVID-19 vaccines has been and continues to be one
of the most relevant topics in the current pandemic emergency. Once
that vaccines have become available, how should they be distributed?
[111] Prioritization is employed in order to decide which persons or
subgroups of persons should have priority access to which vaccines and
in what order. Allocative decisions can be made with respect to two
aspects: (1) global distribution among countries and (2) national dis-
tribution among population groups. Here, we will focus on the second
dimension even though similar considerations can be extended to the
first dimension.
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example, liberty, welfare, (medical or social) utility, solidarity, equity,
trust and/or accountability) or on a combination of them, aims of
pandemic vaccine programs may include several options. These include
protecting those at greater risk, and/or preventing (as much as possible)
spread of the disease, saving the most lives or life-years possible, and/or
ensuring social benefit, and so on. In turn, the aforementioned options
can be framed in a variety of ways: “benefitting greatest number of in-
dividual people; maximizing Quality of Life Years Saved (QALYS) or
minimizing years of life lost (YLL); saving the worst off; saving those
most likely to recover; saving younger lives; saving those most likely to
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contribute to a flourishing society (either economically or socially), and;
saving those who can most usefully contribute to minimizing the impact
of the pandemic” [12, p. 4].

Despite the clear political and ethical nature of this topic, prioriti-
zation decisions are often interpreted and presented as scientific de-
cisions [12,13]. Tangible signs of this framing issue have been the
limited public debate, which has accomplished the drafting of some
national pandemic vaccination plan documents (it seems to be the case
of Italy, Spain, Sweden and some other countries, as we will argue), the
high technical content of the latter, and the limited presence of ethical
reasoning to support certain choices. Using this perspective, vaccination
plan documents seem to be more technical than ethical, organisational
than social: they seem to deal more with the realm of scientific facts than
with the realm of values, and a sort of “positivistic approach” to the
questions seems to be still in use [14].

In this context, the role of science is merely instrumental to human
purposes. In other words, science can inform us about the effects (pos-
itive or negative) of various vaccine strategies. However, what we want
to achieve depends on which values we think matter the most [13]. On
this basis, any plan to use pandemic vaccines should also provide robust
ethical considerations for its prioritization.

The instrumental function of science also reveals why planning pri-
oritization of vaccination in advance is not a simple, or arguably
feasible, task. A large number of relevant scientific uncertainties about
both the nature of the virus and its variants and the disease cannot be
known in advance; “which sub-groups in a population, if any, are at
greater risk will not be apparent until some time after the outbreak hits,
and sufficient surveillance data is collected” [12, p. 1]; vaccine efficacy
and safety data in different populations are available only after the
vaccine is in widespread use; and so on [12]. As a consequence, the
so-called “preparedness” which is strongly recommended by World
Health Organization [15] and centres for disease prevention and control
is just a starting point. Plans need to be flexible and adapted once there is
more information. On the other hand, well established general ethical
values and principles might be codified in society.

The aim of this article is twofold. First, we aim to show critical points
that characterize certain pandemic vaccination plans from the ethical
viewpoint using four dimensions (problem definitions, incorporation of
different perspectives, context, and specification). The four dimensions
were drawn from findings of the European project “VALIDATE” (VALues
In Doing Assessments of healthcare TEchnologies™) [16]. This is a
three-year EU Erasmus+- strategic partnerships project in which training
in the field of Health Technology Assessment (HTA) is further optimized
by using political science and ethics (in accordance with recently pub-
lished HTA definition [17]. A key rationale of the approach taken is the
insight that empirical evidence concerning a health technology (such as
using a vaccine) should always be viewed in conjunction with the
viewpoints (of relevant stakeholders) in which such evidence makes
sense. Another one is that contextual factors influence the conditions of
use of a health technology, and should be taken into account to increase
validity of certain decisions. Thirdly, the key to resolving some potential
ethical conflicts lies in developing alternative specifications of one or
more of the general ethical principles. The analysis will do reference to
the Italian COVID-19 vaccination program as case study supported with
some information from literature.

Second, we aim to reframe the issue about prioritization itself in the
light of the four dimensions mentioned.

2. Materials and methods

All the authors of the manuscript are members of the VALIDATE
consortium. They met online twice during 2021 for discussion on how to
apply VALIDATE methods to vaccination plan documents. The first
workshop was held on March 18, 2021. Two members (PR, DS) prepared
and led the discussion that was based on analysis of two documents. The
first one is the Italian Strategic Plan for anti-SARS-CoV-2/COVID-19
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vaccination [18,19]. It was selected as case study since PR and DS had
a thorough knowledge of that document, and they were authors of an
in-depth analysis published in April 2021 [20]. The second one was the
paper by Williams el [12]. It was selected since it was the only sys-
tematic review retrieved, which examines the published literature that
discusses ethical arguments adopted to justify vaccine prioritization
during an influenza pandemic. In the first workshop the participants
critically analyzed the collected material in the light of four dimensions
(problem definitions, incorporation of different perspectives, context,
and specification). The results were used to prepare a draft manuscript.
The latter became the focus of discussion during a second workshop held
on April 19, 2021. An implementation of the analysis and suggested
revision was sent by the lead authors (PR, DS) by means of e-mail to the
authors. Critical comments and suggestions were fed back, analyzed and
integrated in a revised version of the draft. The revised draft was then
sent back to the members for continued critical analysis. The process of
analysis, comments, suggestions, and revision of the paper was per-
formed in two rounds among the authors until consensus was reached.

The paragraph “Results” reflect the results of the analysis of the two
documents, while the paragraph “Discussion” reflects the application of
VALIDATE methods to vaccination plan documents.

3. Results
3.1. Italy’s strategic plan for anti-SARS-CoV-2/COVID-19 vaccination

Many countries developed vaccine plans or priority setting docu-
ments for vaccination. They were based on different values and princi-
ples. Here, we will refer to the Italian strategic plan. In Italy,
prioritization of COVID-19 vaccination was based on the Strategic Plan
for anti-SARS-CoV-2/COVID-19 vaccination [18]. Published on January
2, 2021, the document was drafted by a number of scientific and policy
institutions including the Ministry of Health, the Extraordinary
Commissioner for the COVID-19 Emergency, the Higher Institute of
Health, the Italian National Agency for Regional Healthcare Services
(AGENAS), and the Italian Medicines Agency (AIFA). No huge public
debate preceded the publication, and the Minister of Health directly
presented the guidelines to the Parliament. Upon the conclusion of the
communications, the Senate and the Chamber of Deputies approved the
resolution on December 12, 2020 [19]. However, a number of questions
and criticisms emerged in the society only after the plan was imple-
mented [21-23].

Why has the issue of prioritization initially not captured the public’s
attention? One reason may be the emergency situation. Nevertheless,
the reason may also lie in the fact that many people do not recognize or
acknowledge the ethical nature of the issue or misunderstand the role of
scientific knowledge in policy-making.

The Italian guidelines initially recommended the following priority
groups to get the vaccine:

e health and social care workers. The justification is that, firstly, they
“have a higher risk of being exposed to COVID-19 and transmitting it
to susceptible and vulnerable patients in the health and social care
settings in which they work” [24]; secondly, that, by remaining
healthy/by not being infected, they can help to preserve the resil-
ience of health services.

residents and staff of residential nursing homes for the elderly, since
“residents of such facilities are at high risk of serious illness, due to
their age, the presence of multiple comorbidities, and the need for
assistance with feeding and other daily activities” [24].

elderly people. The reasoning is that, on one hand, “an age-based
program increases coverage in people with clinical risk factors, as
the prevalence of comorbidities and disabilities increases with age”
[24]; on the other hand, a vaccination program which is based on age
is generally easier to implement.
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The plan itself was subject to adjustments on the basis of new in-
formation resulting from scientific research. As such, on February 8,
2021, the Health Ministry released an updated version of the priority
groups’ list [25]. The list included six categories:

e Category 1: “people at very high risk of becoming severely ill with

COVID-19, aged 16 and older. This category includes people with

any of the following conditions: respiratory illness such as pulmo-

nary fibrosis; severe cardiovascular disease; neurological disabilities
or diseases such as multiple sclerosis; diabetes; cystic fibrosis; kidney
failure; autoimmune diseases; liver disease; strokes and cerebrovas-
cular disease; cancer (including patients who finished treatment less
than six months ago); Down syndrome; organ or bone marrow
transplants (including patients on the waiting list); severe obesity”

[26].

Category 2: people aged 75 to 79.

Category 3: people aged 70 to 74.

e Category 4: “people aged 16 to 69 at a higher risk of illness from

COVID-19. This category includes people with less severe forms of

certain conditions in Category 1, as well as some others: respiratory

illness; cardiovascular disease; neurological diseases or disabilities;
diabetes; HIV; kidney disease; arterial hypertension; autoimmune
diseases; liver disease; cerebrovascular disease; organ or bone

marrow transplants” [26].

Category 5: people aged 55 to 69.

e Category 6: this category includes everyone who does not have one
of the health problems mentioned above. However, within Category
6, the following groups will be given priority: “teachers, lecturers
and the rest of the staff at schools and universities; members of the
armed forces, police and fire fighters; prisoners, wardens and other
prison’s staff; people living in religious or other shared communities;
other unspecified “key services™ [26].

Differently from the previous text, the second document explicitly
mentions the “vulnerability” as a criterion for prioritizing. With this
term, the document specifically indicates individuals with conditions
that have a particularly high risk of developing severe or fatal forms of
COVID-19 due to pre-existing organ damage (respiratory and cardio-
vascular diseases, diabetes, liver and kidney diseases), or due to an
impaired immune response (autoimmune diseases and immunodefi-
ciencies, Down syndrome). Therefore, the document seems to concep-
tualize the vulnerability in terms of clinical condition.

Both documents state that the vaccination plan has only one aim,
which was common to many countries: to reduce mortality and
morbidity. However, beyond the vulnerability, at least another selection
criteria can be identified in the two documents: social benefit. Group 1 of
the first document (when it mentions resilience of health services as one
of the justifications) as well as Category 6 of the second document (when
it mentions teachers, lecturers and the rest of the staff at schools and
universities, etc.) do not seem to refer to clinical conditions but to social
target groups. Resilience of health services or public service provision
seem to have more to do with social benefits than with health condition.
The question is: how were these apparently conflicting criteria ac-
quired? What is their relation to the main purpose?

It is worth mentioning that Italy has a National Health Service
(Servizio Sanitario Nazionale — SSN), whose guiding principle is the
egalitarian principle. Explicitly modelled on the British National Health
Service, the SSN was established in 1978 to replace a previous system
based on a plethora of insurance schemes with the goal to provide
uniform and comprehensive care [27]. Particularly, the SSN rests on the
egalitarian principle that health care should be financed according to the
ability to pay — through general taxation — but distributed according to
the need, thereby setting out equity objectives both in terms of financial
contribution and of access to care. That means that SSN guarantees
assistance to all citizens regardless of their personal characteristics, such
as gender, age, race, ethnicity, and socioeconomic status. Social utility is
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not a consideration.

Due to financial constraints, a number of reforms to SSN were
implemented since the early 90s. However, the statuary obligation to
ensure equal provision was integrally preserved, and the egalitarian goal
has been more specified through the concept of “clinical appropriate-
ness”. The latter acquired official status with the National Health Plan
1998-2001, and it is the current guiding principle in the field of prior-
itization [28]. Again, no reference to ensuring social utility was made.

However, the two COVID-19 vaccination documents do not refer to
clinical appropriateness but mention a long list of ethical principles,
including human well-being, equal respect, global equity, national eq-
uity, reciprocity, and legitimacy. The aforementioned principles repre-
sent the sole explicit “ethical considerations” mentioned in the texts.
Again, how were these apparently conflicting principles criteria ac-
quired? How do they relate to the egalitarian perspective underlying the
Italian health system? How do these principles “provide the basis for”
prioritization?

Even though not explicitly said, the above six principles are those
that are considered to be relevant to vaccination distribution by WHO
SAGE values framework for the allocation and prioritization of COVID-19
vaccination [29]. This document is aimed to offer guidance both glob-
ally on the allocation of COVID-19 vaccines among countries, and na-
tionally on the prioritization of groups for vaccination within countries
while supply is limited.

The WHO SAGE framework articulates the overall goal of COVID-19
vaccine deployment (i.e. “to contribute significantly to the equitable
protection and promotion of human well-being among all people of the
world” [29, p. 2]), and provides “six core principles that should guide
distribution and twelve objectives that further specify the six principles”
[29, p. 3] .

As explicitly mentioned by the authors of the WHO SAGE document —
“(...) the Values Framework needs to be complemented with informa-
tion about specific characteristics of available vaccine or vaccines, the
benefit-risk assessment for different population groups, the amount and
pace of vaccine supply, and the current state of the epidemiology,
clinical management, and economic and social impact of the pandemic.
Hence, the final vaccination strategy will be defined by the character-
istics of vaccine products as they become available” [29, p. 1]. In
addition, “(...) priority groups will need to be further interpreted at a
national level. This process should be led by national health experts/
National Immunization Technical Advisory Groups (NITAGs) in wide
consultation with stakeholders” [29. p. 8].

These and other parts of the text may help to understand the rather
general character of that framework, i.e., whose values need to be
further specified and defined based on local contexts.

Moreover, the text may help to understand that the same priority list
can be the result of different specifications of one or more of the general
ethical principles, as in the case of UK and Germany [13].

In the light of these insights, the Italian plan for anti-COVID-19
vaccination seems to be characterized by limited presence of ethical
reasoning. More precisely, we can say that it seems to fail to address the
theme of clear definition of issues, integration of different perspectives,
contextualization, and specification. Specification means adding clauses
such as how, when, where, why, by whom, to whom something may, or
may not be done [30,31]. In other words, Italian society can be
considered as committed to a wide range of codified ethical principles;
in order to decide what follows from such commitments in concrete
situations, these principles need to be specified.

3.2. Ethics literature about the issue of vaccine distribution

As we have described above, limited presence of ethical reasoning as
well lack of problem definitions, integration of perspectives, contextu-
alization, and specification characterize the Italian plan for anti-COVID-
19 vaccination. However, this seems to be a common issues for many
vaccination plan documents. There is a number of studies that explore
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this phenomenon [12,32] and we have experience with a similar critique
of the Swedish and Spanish vaccination plans in which several changes
have been made. On the other hand, there are some exceptions. One is
the Norwegian priority setting report [33].

What is noteworthy is that aforementioned dimensions characterize
not only vaccination plans, but also published literature that discusses
ethical issues of vaccine distribution.

A recent critical review by Williams et al. [12] has specifically re-
flected on the ethical arguments that are used in literature to justify
different approaches to prioritizing vaccine access during an influenza
pandemic. The work reviewed 40 papers with the aim of identifying and
analyzing the breadth of normative claims about who or what to
prioritize.

From this analysis, it becomes clear that there is a variety of sug-
gested populations that could potentially qualify for priority access (on
the basis of their occupations, stage of life, health status, social status,
etc.). However, the populations share a common characteristic: they are
groups of people who are young, or ill, or worked in a particular job.
Secondly, there is a wide spread of articulated aims underpinning
pandemic vaccination programs, even though the most common goals
are to optimize prevention of illness, or to save the most lives. Thirdly,
most of the literature is broadly, either explicitly or implicitly, conse-
quentialist, i.e., focus on the outcome of implementing the plans rather
than on respecting duties or rights.

Beyond these descriptive considerations, there are at least three
important notions that can be gathered from William et al’s review.

Firstly, across the different papers the role of normative argumen-
tation, which justifies what or who comes first in the case of priority
access to pandemic vaccine, varies greatly. As noted by the authors —
“there was a tendency in some of the literature for authors to list prin-
ciples or values for consideration in vaccine rationing, without neces-
sarily explaining how they might be used in practice in response to a
particular scenario or even whether the listed values were comple-
mentary or even reconcilable with each other” [12, p. 4]. Hence, the
normative assumptions and argumentations are not well accounted for.

Secondly, it is common for subpopulation to be referred to as
“vulnerable” or “high risk”, and it is also common to employ the word
“justice.” However, vulnerability, risk, or justice are general normative
concepts, which remain quite vague if they are not specified.

Thirdly, the literature does not draw on how particular contexts (e.g.
health care system, funding, population distribution, societal and cul-
tural values, understanding about the right to health,) might call for
different approaches for prioritization. Ignoring potential differences in
health care systems, social experience and value systems can inadver-
tently contribute to the idea that it is possible to respond to the issue of
prioritization as if “viewed from nowhere” [34]. As noted by Williams
et al., this may raise significant questions about vaccine access: “For
example, in some countries, whilst there may be no intention to prior-
itize an urban over a rural population, the realities of existing imperfect
logistical systems may result in unequal distribution and thereby access.
Other things being equal it is easier and quicker to deliver vaccine in
urban areas, this then potentially aids the efficient use of vaccine. But
rural populations may have less access to health care facilities, so we
might see them as another vulnerable or at-risk group. Perhaps we have
reason to think that rural populations are only likely to come into con-
tact with the virus later in a pandemic? Such a claim will require us to
have robust evidence to back it up. Otherwise, this is something that we
should take into account in our planning. How do we establish a set of
priorities for a pandemic vaccine that do not unintentionally contribute
to unfairness in the population?” [12, p. 6].

4. Discussion
4.1. Facts and values: the validate approach and the Covid vaccines plans

The foregoing raises the question as to how empirical evidence
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(scientific facts) and ethical commitments relate to each other. This is a
particularly relevant question for HTA. The latter has been defined as “a
multidisciplinary process that uses explicit methods to determine the
value of a health technology at different points in its lifecycle. The
purpose is to inform decision-making in order to promote an equitable,
efficient, and high-quality health system” [17].

Current approaches to the conduct of HTA are usually confined to the
systematic retrieval, critical appraisal and synthesis of clinical data
drawn from relevant studies on the technology of interest, and
frequently including the analysis of the economic impact (e.g. cost-
effectiveness), whereas ethical, social and legal issues, including
values related to the use of health technologies, are addressed inde-
pendently and often at a late stage in HTA processes, or are not included.

The current HTA practices often do not sufficiently take into account
that empirical evidence is not the sole, neutral arbiter of what matters,
and that, moreover, such evidence derives its relevance from the ethical
commitments that are part of different perspectives. Different stake-
holders (patients, health care center managers, payers, health care
professionals, policy makers, public, academics), may very well have
different values (questions, views and concerns) regarding the health
technologies at stake.

HTA is clearly a form of policy research [35] which goal it is to
provide policy-makers with information on policy alternatives, and
therefore it should be able to address policy relevant questions that are
being raised by a specific health technology. Although this definition
puts HTA in the realm of policy sciences, in its development HTA doers
and users seems to have — probably unintentionally — misunderstood the
nature of the issues it addresses. For example, HTA agencies often
emphasize the importance of their reports being based on “scientific
facts”, avoiding entering into “ethical-social-political debates”. Under
this perspective, value judgments are often considered external to HTA
or separate from it and are addressed by experts (in ethics) and decision
makers after the currently considered “real” HTA is finished.

As we have argued in the first part of this paper, a similar situation
occurred with vaccination plans, where the different stakeholders
seemingly have not adequately considered what the role of scientific
knowledge should be. In fact, scientific knowledge is not alien to values
and could be biased by considering certain perspectives, although the
methods are applied with rigor and the results are consistent and robust.
On this ground, VALIDATE aims to train and introduce the next gener-
ation of HTA experts to a novel, more integrative approach to HTA,
where the safety, clinical, and cost-effectiveness of health technologies
are thoroughly integrated with their wider ethical, legal and social im-
plications and where all stakeholders are involved in a more meaningful
way throughout the entire HTA process. In other words, VALIDATE
helps to clarify the relationship between scientific facts and moral values
or — which is the same - the role of empirical research and normative
inquiry in policy making. In this sense, VALIDATE may provide valuable
inputs to better address the topic of vaccination prioritization.

There are at least four key-messages that surface from the VALIDATE
approach that can help to better address the topic of the present article:

in the field of policy-making, judgments of specific solutions are al-
ways closely tied to specific problem definitions and, in turn, these
two are closely tied to underlying background theories and norma-
tive commitments. These constitute so-called “interpretive frames”;
wider exploration of policy problems and of their underlying as-
sumptions should be conducted by scoping exercises;

contextual factors influence policy-making, and should be taken into
account;

e the key to resolving some ethical conflicts lies in developing alter-
native specifications of one or more of the general ethical principles.

Problem definitions, incorporation of different perspectives,
contextual considerations and specification seem to be common critical
aspects of some vaccination plan documents. On the other hand,
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vaccines are health technologies. Therefore, an HTA perspective is an
appropriate viewpoint to employ when addressing the issue of prioriti-
zation of COVID vaccines. However, to explore all the relations between
HTA and drafting vaccination plan documents is beyond the scope of the
present article. Instead, below we will briefly outline the sort of research
activities that would be suggested by the VALIDATE approach: recon-
struction of the various interpretive frames that are in use in the case of
the COVID-19 vaccination programs, scoping (that is, defining relevant
questions for research), identification of contextual factors that are
relevant to the issue, and specification of ethical principles.

4.2. Problem definition: interpretive frames

Technologies can be conceptualized as attempts to provide solutions
for specific problems. Hence, a proposed technology makes sense in
view of how the problem that is meant to be addressed and resolved is
framed [36]. This, in turn, rests on a few assumptions regarding the
causes of the problem and on (normative) considerations regarding what
constitutes appropriate and acceptable approaches for its resolution.
The following may serve as a concrete example: obesity can be framed as
a problem that primarily results from poor lifestyle choices, or a problem
that mainly results from an obesogenic environment. In the former case,
education of the public is a logical solution, while in the latter, regula-
tion of food and marketing industries would be a more promising di-
rection to take.

Understanding the different views is essential when determining
which types of information should be used or which type of consider-
ations should be done in order to address policy relevant questions. To
explore and understand these views, VALIDATE developed an approach
— which is based on previous work by Fischer [37] — where judgments of
specific solutions (e.g. is bariatric surgery an appropriate sort of treatment
for persons with obesity/for obese people?) are closely linked to how a
problem is defined (e.g. which problems are caused by obesity/which
problems does obesity cause?), and where both, judgments of solutions
and problem definitions, are informed by background theories (e.g. what
sort of impact can be expected from implementing bariatric surgery?)
and normative preferences (e.g. is it generally acceptable to try to
normalize people?).

This set of judgment of solution, problem definition, background
theory and normative preferences is referred to as an “action theory” or
“interpretive frame”. An action theory can be considered a type of tacit
knowledge: it remains mostly implicit, but it can be made explicit. This
method can be called “reconstructing interpretive frames” [38].

The VALIDATE approach can be applied to COVID-19 vaccine de-
cisions, and can help to better interpret the issue of prioritization. In this
context, judgments of specific solutions (e.g. is it better to protect older
people or people who can ensure social benefits or both?) are strictly
connected to how a problem is defined (e.g. is it an issue of over-
crowding of hospitals, high number of deaths in itself, or economic
losses?), and both judgments of specific solutions and problem defini-
tions are informed by background theories (e.g. what sort of impact can
be expected by prioritizing older people or protecting people who can
ensure social benefits?) and normative preference (e.g. what should be
prioritized? Health or monetary gains?).

When taking a closer look, the aforementioned set of questions and
analysis is absent or not explicitly framed in the Italian COVID-19
vaccination program: there is not a clear definition of the problem
(why reduce mortality and morbidity?), no background theory defined
(due to scientific uncertainty about the coronavirus behavior), nor an
adequate investigation of social preferences (what matters to the
public?).

4.3. Scoping

Starting with the realization that there may be different views in
society with respect to the use of health technologies, it becomes
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fundamental to learn how to explore and address this pluralism of
values. Such exploration can be done by conducting interviews with a
variety of stakeholders, through document analysis, participatory
observation (qualitative research), or a combination of them. HTA
community calls this process “scoping”.

Scoping in the VALIDATE approach may be conceived as defining the
issues at stake using a thorough analysis of a problem and its underlying
assumptions from multiple perspectives: it explores whether alternative
interpretive frames can be found, and, if so, what solutions and studies
would be associated to them. Scoping is considered crucial by VALI-
DATE because a proposed solution makes sense against the background
of a number of assumptions, and because diverging views may exist
among stakeholders regarding the validity of those assumptions,
possibly giving rise to a different preferred approach to the solution of
the problem and a different set of criteria. In policy sciences, this reflects
the notion of policy as “co-production”, acknowledging that the
involvement of stakeholders is a prerequisite for the governance of
public services such as healthcare [39].

However, an important issue to consider is that different stake-
holders such as patients, the general public, providers, payers, industry,
and policy makers, may have a wide range of social values and interests
and could prioritize diverse outcomes according to their needs and
preferences. Hence, finding the “least common multiple” is not an easy
task. For example, in decisions on public funding of expensive cancer
drugs, patients may argue that the best treatment should be made
available, while other patients may argue that their treatment should
not be displaced, and taxpayers may believe that it is important to make
efficient use of public resources. This does not mean that scoping should
be necessarily directed to find out who (or what) is right and who (or
what) is wrong: rather, it may help participants to come to realize the
complex nature of a certain issue in the first place.

At the same time, scoping exercises require an active and factual
process of “social learning” among the various stakeholders, which
raises issues both in terms of time constraints and of methods that can be
used.

Scoping may be a beneficial step in the drafting of vaccination plans:
it may help to understand the different perspectives in society with
respect to the desirability of a certain aim, as well as to understand how
society interprets justice in the context of vaccination. Under this
perspective, vaccination plans should be the result of a process that in-
cludes and integrates the perspectives of different stakeholders (such as
parliamentary representatives, representatives of civil society, patient
associations, physicians, industry, etc.), rather than the mere “direct
emanation” of technical-scientific organizations (like in the Italian case).
In other words, the documents produced and given to the public audi-
ence should be more ethical-political rather than technical-scientific.

4.4. Context

When conducting an HTA, you should also be aware that HTA is
context-dependent. Whether the outcomes of an assessment should
inform decisions at the national level, regional level, or at the level of a
hospital, makes a difference when it comes to its objectives and research
questions. In addition, the consequences of health technology are
context-sensitive. The effects of health technology are influenced by the
needs and demographics of a population, characteristics of a healthcare
system, characteristics of the technology itself, the legal framework that
guides its implementation, and cultural and social features of the situ-
ation in which it is used. These contextual factors all influence the
conditions of use of health technology, and should be taken into account
to increase validity of the outcomes of an assessment.

VALIDATE helps to show that the importance given to a certain
technology within health care acquires its value within a particular
context. Also this key-message may be particularly profitable for draft-
ing vaccination plans, which — as we have noted — are currently char-
acterized by poor awareness of context-dependency. It should be
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considered that the same vaccination could be used under different
circumstances, within different management schemes or standards,
diverse patients, by different health professionals or caregivers and in
different places/settings. In this sense, vaccination plans require
context-based information. Examples of methods for how to facilitate
the structured and comprehensive conceptualisation and assessment of
context and implementation of complex interventions were explored in
the INTEGRATE-HTA project [40], as suggested by VALIDATE. One is
the Context and Implementation of Complex Interventions (CICI)
framework [41], which addresses and graphically presents context,
implementation and setting in an integrated way. Specifically, “the CICI
framework comprises three dimensions-context, implementation and
setting-which interact with one another and with the intervention
dimension. Context comprises seven domains (i.e., geographical,
epidemiological, socio-cultural, socioeconomic, ethical, legal, political);
implementation consists of five domains (i.e., implementation theory,
process, strategies, agents and outcomes); setting refers to the specific
physical location, in which the intervention is put into practice” [41].
Tools to operationalise the CICI framework comprise a checklist, data
extraction tools for qualitative and quantitative reviews and a consul-
tation guide for applicability assessments.

4.5. Specification

For critical analysis of ethical commitments, the VALIDATE
approach suggests using a method such as specifying norms, as devel-
oped by Richardson [31]. Briefly, Richardson argues that, in order to
resolve concrete ethical problems, starting from an initial set of ethical
norms, we may try to apply the norms to the case, and if they conflict we
may attempt to balance them intuitively. A third, more effective alter-
native is to specify the norms: “by a “model of how to resolve concrete
ethical problems” I mean a schema of what it would be to bring norms to
bear on a case so as to indicate clearly what ought to be done” [30, p.
280]. The task in such situations is to develop and explore alternative
modes of specifying the relevant norms, such, that the conflict is
resolved.

The HTA practitioner can use such type of methods in an attempt to
critically analyze interpretive frames that are held by stakeholders in a
constructive vein. That is, the intention would be to further develop and
improve the interpretive frame of a stakeholder, by exploring whether it
can be made more coherent, complete, or in line with available
evidence.

This method may be particularly useful for drafting vaccination
plans, which - as we have widely argued — are often characterized by
very limited specification of moral principles. This may make ethical
viewpoints more explicit, forging choices that are legitimate to the
population.

5. Conclusions

Prioritization of COVID-19 vaccination is not primarily a “scientific
matter”, but rather a political and value-laden decision. Hence, the
introduction of (pandemic) vaccination programs should clearly be
based on a combination of ethical considerations and technical-scientific
data. The lack of such considerations or the non-explicit discussion of
them may explain why many criticisms often emerge only after such
plans are already implemented, as it seems to be the case of Italy’s
Strategic Plan for anti-SARS-CoV-2/COVID-19 vaccination.

VALIDATE helps to clarify the relationship between scientific facts
and moral values or — which is the same — the role of empirical research
and normative inquiry in policy making. The VALIDATE approach can
be applied to COVID-19 vaccine decisions.

There are four dimensions that surface from the VALIDATE
approach, which can help to better interpret the issue of prioritization:
interpretative frames (judgment of solution, problem definition, back-
ground theory and normative preferences), incorporation of different
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perspectives (such as those of patients, the general public, providers,
payers, industry, policy makers, etc.), contextual considerations (which
influence the conditions of use of a certain vaccine such as patients,
decision level, socio-cultural aspects, kind of health system, etc.), and
specification (exploring alternative modes of specifying relevant
norms).

In turn, taking into account the aforementioned dimensions may be
beneficial for different reasons: well defined programs, social learning
among the various stakeholders, contextualization, and transparency
may help to overcome the sense of paternalism that can be felt in the
drafting of the vaccination plans, which can explain the aversion shown
by many citizens. It may also help to foster a sense of trust in public
health institutions and in vaccination, which is not a secondary issue in
the current context.
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