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Introduction

Over the last three decades, health technology
assessment (HTA) has become more visible and
disseminated in Europe, North America, Austra-
lia, and more lately in developing countries in ter-
ms of the development of knowledge and health
policies 1. HTA plays a role in the incorporation
and utilization of health technology processes,
by contributing to the equitable provision and
access to healthcare services, more efficiency in
the allocation of resources, better effectiveness
and quality of services, and stronger financial
sustainability of the healthcare system.

HTA has consolidated itself as a scientific
and technological practice, achieving metho-
dological development and having expanded
its influence in the scientific milieu and among
healthcare managers. However, its implementa-
tion as a healthcare policy still faces difficulties.
The creation of HTA organizations and agen-
cies has been an institutionalization strategy to
address the challenge of making it an effective
healthcare policy.

The development of HTA organizations and
its process of institutionalization may be obser-
ved in the creation of networks and the progres-
sive increase in the number of agencies that are
members of the International Network of Agen-
ciesfor Health Technology Assessment (INAHTA),
currently with 55 member agencies; the Europe-
an Network for Health Technology Assessment
(EUnetHTA), with 51 member organizations;
and the more recent Health Technology Assess-
ment Network of the Americas (RedETSA), esta-
blished in 2011, with 25 member institutions 2.

The main reason why governments justify
the creation of HTA agencies is the need to ha-
ve an instance with the specific purpose of in-
forming policy makers about the development,
dissemination and use of health technologies.
With the intention of serving as “a bridge between
the world of research and the world of decision-
-making” 3 (p. 1464), these organizations would
be situated at the border between the domains
of research and policy formulation to respond
to requests that require more informed, transpa-
rent and legitimate decisions, and that allow for a
stronger participation of society 45.

The expansion of agencies as organizational
bodies within public services was not limited to
HTA, and was an international phenomenon,
present in different segments of economic ac-
tivity. The creation of the agencies represented
a major change in management policies of a
number of countries where, typically, decisions
on public policy were taken almost exclusively
within the orbit of the public sector directly by

Cad. Saude Publica, Rio de Janeiro, 32 Sup 2:e00022315, 2016

the public administration, whether ministries or
equivalent bodies. The delegation to the agencies
of the mandate to coordinate technical activities
is seen as part of a movement towards better go-
vernance, aiming at reducing the interference of
political difficulties in activities that require sta-
bility and continuity to be successful 6.

Many times, the results of HTA processes may
be unwelcomed by some sectors or stakeholders.
The reactions of some of these stakeholders to
undesirable conclusions may place the agencies
at risk in regards to their stability and indepen-
dence 78. Decision-makers, public managers,
and associations of medical specialties and pa-
tients may be unaware of some aspects of the
assessment process, including the economic
analysis. The lack of understanding of the deci-
sion-making process and the cost-effectiveness
assessments was mentioned as one of the factors
that prompted criticism of the decisions 9.

Even though most HTA agencies are scienti-
fically independent, they operate in broader go-
vernance structures, and are not politically inde-
pendent. The institutional governance structure
affects the independence of the agencies, as well
as the power and control of other players, such as
the judicial system and regulatory bodies.

There are no standardized models or univer-
sal paths for the development and institutiona-
lization of agencies, given the major differences
among countries (cultures and values, healthca-
re systems, political priorities, governance, etc.).
Despite the differences in the settings HTA is
being developed, existing and future HTA organi-
zations may learn one from the other. The purpo-
se of this paper is to identify HTA organizations
that are representative of the different settings,
how they are shaped within the institutional and
political healthcare systems framework and, by
assessing their effectiveness/impact, analyse
them according to their relevant dimensions,
thus aiding in facing the challenges arising in the
domestic context.

Method

Narrative literature review

The reference search was conducted from Oc-
tober 2014 to February 2015, in five databases:
MEDLINE, LILACS, and the databases of the
Centre for Reviews and Dissemination (CRD:
NHS EED, HTA, DARE). A specific review of the
HTA-specialized international journal Interna-
tional Journal of Technology Assessment in Health
Care was made. We reviewed the references of
the selected articles and asked indications from



area experts. We also searched the gray literature
in Google and academic Google. For our search,
we used the following set of key words: “Technol-
ogy Assessment Biomedical”, “Health Technology
Assessment”, “HTA”, “Technology Assessment”,
“HTA Agencies”, “HTA organizations”, “HTA Pro-
grams’, “Evaluation”, “Decision-making”, “Health
policy” and “Impact”.

We also consulted the websites of INAHTA;
Health Technology Assessment International
(HTAIi); EUnetHTA; and those of ten HTA orga-
nizations: Pharmaceutical Benefits Advisory
Committee (PBAC), Australia; Swedish Council
on Technology Assessment in Health Care (SBU),
Sweden; Canadian Agency for Drugs and Tech-
nologies in Health (CADTH), Canada; National
Institute for Clinical Excellence (NICE), United
Kingdom; Agency for Healthcare Research and
Quality (AHRQ), United States; Institute for Qua-
lity and Efficiency in Health Care IQWiG), Ger-
many; Centro Nacional de Excelencia Tecnoldgi-
ca en Salud (CENETEC), Mexico; Haute Autorité
de Santé (HAS), France; National Committee for
Health Technology Incorporation (CONITEC),
Brazil; and the Institute of Health Technology As-
sessment (IETS), Colombia.

These organizations were selected to fur-
ther the literature-review based analysis. These
are pioneer HTA agencies that have influenced
the models adopted in other countries, and or-
ganizations more recently created, in different
healthcare system models: universal system (Be-
veridgian type: Sweden, United Kingdom, Aus-
tralia); social security system (Bismarckian type:
France, Germany); free-competition market sys-
tem (United States); and hybrid system (Mexico,
Brazil, Colombia). The institutional contexts of
these agencies are highly variable, presenting
differences in the organization of the HTA pro-
cess “chain of assessment” stages (priorization,
evaluation, appreciation, dissemination, and im-
plementation of results/recommendations) 10,11,

Based on Hailey’s theoretical model 11 that
lists the dimensions (structure, processes, results,
product impact, and outcomes) that determine
the effectiveness of HTA programs/agencies, we
have selected for analysis the most frequently
used parameters in the assessments: context,
human resources/personnel, financial resour-
ces, organizational structure, selection and prio-
rization, formulation of HTA issues/scope of the
assessment, HTA products and utilization of HTA
products 12 (Figure 1 and Table 1).

We present the profile of the 10 selected HTA
organizations, summarizing the dimensions:
assessed technology, starting date, organization
accountable for the assessment, type of organi-
zation, financing, organization accountable for
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the appraisal, role and organization accountable
for the overall decision, for the identification of
types of agencies, and similarities or differences
that are present in the domestic scenario.

Results and discussion

Development of HTA organizations within
the international perspective

The narrative literature review identified HTA or-
ganizations that represented different contexts,
and allowed the systematization of their main
institutional characteristics.

The organization considered as pioneer is
the PBAC, an independent statutory body esta-
blished by the Australian government in 1953,
to recommend new medications for the natio-
nal medication formulary of the Pharmaceutical
Benefits Scheme (PBS), a governmental program
that subsidizes most prescription medication in
Australia. No new medication can be included
in the formulary without a positve recommen-
dation by PBAC. To recommend a medication,
PBAC takes into account the medical conditions
for which the medication was registered, for use
in Austradlia, its clinical efficacy, safety and cost-
-effectiveness versus other treatments.

Considered the first national HTA agency in
Europe, the SBU was established in 1987 with
the purpose of informing the central Swedish go-
vernment and district councils on the value of
health technologies. The agency should provide
evidence-based information on health techno-
logies to guide health policies and practices, and
the population in general. The government gave
explicit instructions for the SBU: to scientifically
assess new and existing health technologies con-
sidering the medical, social, economic and ethi-
cal aspect, but with no regulatory mandate 13.

In 1989 the Canadian HTA Agency, Canadian
Coordinating Office for Health Technology Asses-
sment — CCOHTA (renamed Canadian Agency for
Drugs and Technologies in Health — CADTH in
2006) was established, and funded by federal, pro-
vincial and territorial governments, with the mis-
sion of providing evidence-based assessments of
new technologies, including medication, medical
devices, procedures and systems for all govern-
ment levels. All new medication, except cancer
drugs, should be assessed prior to inclusion in
the covered list. However, only part of these te-
chnologies undergoes formal reviews of clinical
performance and cost-effectiveness. CADTH re-
commendations are consultive in nature, and it
is up to the Ministry of Health and provincial go-
vernments to decide about the incorporation of
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Figure 1

Determinants of health technology assessment (HTA) programs/agencies effectiveness.
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technologies into the healthcare system or public
plans of medication dispensation 14,15

In 1999, the NICE, the HTA organization,
whose goals are mostly connected to HTA poli-
cies and practices, was established in the Uni-
ted Kingdom 16,17. This organization is renowned
worldwide by its methodological rigor, particu-
larly by its assessment guidelines that are used as
models globally. NICE recommendations must
be complied with. The recommended technolo-
gies should be made available up to three months
after the recommendation is published.

In the United States, HTA is a highly de-
centralized process conducted by a number of
stakeholders, including governmental agencies,
insurance companies and private healthcare
plans, and for-profit and not-for-profit priva-
te organizations. The AHRQ was established in
2003, and is the main American government
agency accountable for HTA development and
funding. AHRQ assessments are typically used by
the Centers for Medicare and Medicaid Services
(CMS) to inform coverage policies for national
and local Medicare programs. The AHRQ makes
no recommendations 18.

The IQWiG is an independent institute that
investigates the benefits and risks of medical in-
terventions on patients. The scope of its activi-
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ty is defined by law, and its mandate is from the
Federal Joint Committee (Gemeinsamer Bunde-
sausschuss — G-BA) or Germany’s Federal Health
Ministry. The IQWiG assesses surgical and diag-
nostic procedures, pharmaceutical products,
and treatment guidelines, and sets the bases for
new disease management programs. The IQWiG
assessments are the basis for decision-making by
the G-BA 19,

In 2005 the French government established
the HAS, an independent public body with fi-
nancial autonomy. Its mandate is to carry out
specific assignments, reporting to the Govern-
ment and the Parliament. Its activities range
from the assessing medications, medical devices
and procedures to publishing guidelines for ac-
creditation of health organizations and medical
certification. It is closely connected to health go-
vernment agencies, national health insurance,
research institutes, health practitioners’ unions
and patient associations. It houses some specific
scientific committees, such as the Commission
de la Transparence (CT), responsible for evalua-
ting medications.

In Latin America, the agency develop-
ment process started out belatedly. In 2004,
the CENETEC was established in Mexico, a spe-
cialized agency within the Ministry of Health,



Table 1

HTA ORGANIZATIONS: INSTITUTIONAL AND POLITICAL FRAMEWORK

Dimensions of the health technology assessment (HTA) programs/agencies.

Structure

Processes

Results

Product impact Final outcomes

® Mandate — Target-
population

e Principles/Values

e Governance

e Contract relationship

e Colaborative relationships
e Final resources

® Human resources/

personnel

e Comitttee/Structures/
Functions

® Organizational structure

e Data/Information systems
e Target-population

® Sources of requests

Process management:

® HR management

¢ Financial management
® Project management
e Strategy/Planning
® Evaluation and/or research

e Comunications

HTA processes:

e HTA priority-setting and

selection
® Formulation of HTA issues
e Comissioning and follow-up

e Data collection and analysis

e Decisions/Recommendations

Screening on the horizon

HTA products (complete):

e Description
¢ Quality
e Cost
® Opportunity

® Relevance

Recommendations/
Appraisals/Others:
® Research transference
or capacity development

events/products

Acceptance of the agency’s  Impact on the health status
products:
® Awareness Impact on the healthcare
system:

e Attitude e Overall
e Satisfaction
Use of HTA products:

Symbolic

® Economic/Costs system
 Equitability

e Sustainability

® Conceptual - change in
awareness, knowledge,
attitude in relation to
technology

e Instrumental — changes in

policy or practice

Impact on technology:

* Innovation or adaptation
® Research and development
* Obsolescence/

Replacement

® Report preparation and

revision

® Research disclosure/transfer

* Appeals

Source: adapted from Hailey 11.

with two basic functions: (i) to generate accu-
rate, pertinent and relevant information on he-
alth technology to improve healthcare services
delivery and to subsidize health policy concepts
and implementation; and (ii) to help in rationa-
lizing procurement, adoption, management and
dissemination of medical technologies at local,
regional and national levels 20. At first, CENETEC
focused on medical equipment, but expanded its
scope to include medical devices, medication-
sand procedures.

The IETS is a public-private not-for-profit
agency established in Colombia in September
2012. Tt assesses health technologies, evidence-
based clinical guidelines and drug-use protocols,
medical devices, procedures and treatments,
to support policy makers and health practitio-
ners in deciding what technologies are effec-
tive and most efficient, and therefore should be
publicly funded.

The CONITEC replaced the Ministry of
Health’s Committee for Technology Incorpora-
tion (Comissao para Incorporacao de Tecnolo-
gias do Ministério da Satide — CITEC), and started
to operate in 2011. CONITEC is connected to the
Ministry of Health’s Secretary of Science, Tech-
nology and Strategic Input (SCTIE), with assis-
tance from the Department of Health Technolo-
gies Management and Incorporation (DGITS),
created in 2012. CONITEC has the mandate to
assist SCTIE in formulating policies, guidelines
and goals for the incorporation, modification or
exclusion of health technologies within the Bra-
zilian Unified National Health System (SUS), as
well as in the development and modification of
medical protocols and therapeutic guidelines, in
addition to suggesting updates of the National
List of Essential Medication (RENAME).

After the creation of CONITEC, the pro-
cess for the applicant to present requests and
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documents became a continuous flow, and the
term for completion of the analysis was set at 180
days, extendable to an extra 90 days 21. The term
of 180 days was also established for the new tech-
nology to be incorporated into the SUS, after the
deliberation is published in the Brazilian Federal
Register. CONITEC recommendations should be
validated by the Secretary of Science, Technology
and Strategic Input, and submitted to the Minis-
ter of Health. After deliberation by the Minister of
Health, the process should return to CONITEC,
and be presented once again to the respective
technical area for the incorporation or rejection
of the technology.

Nuclear dimension of HTA organizations

The most frequently used parameters proposed
in Hailey’s theoretical model 11 (Figure 1 and
Table 1) — context, human resources/personnel,
financial resources, organizational structure,
selection and priorization, formulation of HTA
issues/scope of the assessment, HTA products
and utilization of HTA products 12 — were used to
organize the summary of the main studies identi-
fied through the narrative literature review.

e Structure

The structure dimension includes the param-
eters for context, human resources/personnel,
financial resources and organizational structure.

a) Context

The organizations in charge of HTA processes
may be on a local, regional, national and inter-
national level. On the local/regional level, HTA
organizations address issues from local mana-
gers, healthcare services, health practitioners,
insurance companies and other stakeholders. In
recent years there has been an increase of HTA
organizations on a hospital/local level 22. On a
national level, the organization provides infor-
mation to the federal government, national he-
alth system, policy makers and other stakehol-
ders 23. The type of assessment is influenced
by how the agency is admitted into the health
system. The most important agencies are posi-
tioned on a national level 24.

b) Human resources/personnel

Some organizations carry out their activities with
their own teams; others coordinate and follow
independent studies made by external bodies,
such as universities, research institutions or
groups of experts. While some agencies are pro-
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active in defining the studies to be conducted,
setting priorities based on emerging issues and
technological tracking, others are reactive and
respond to demands from parties interested in
specific studies 24.

c) Financial resources

Public agencies are financed exclusively by the
government, or have most of their funding pro-
vided by the government, but may receive some
funding from the private sector. Private or for-
profit HTA agencies are fully or mostly funded
with private resources, and may receive a small
contribution from the government 23.

d) Organizational structure

The public model is disseminated the most. In
it, the organizations are either included in the
public healthcare system organization chart (re-
gional/national level) or are a stand-alone, in-
dependent agency connected to the healthcare
system. This is the model adopted in a number of
countries with well-established HTA programs,
such as the United Kingdom, France, Spain and
Canada 24,25,

e Processes

The processes dimension includes selection and
priorization, formulation of HTA issues/scope of
the assessment.

a) Selection and priorization

A number of studies emphasize the lack of trans-
parency in technology selection and priorization
processes. Many HTA organizations do not have
clear priority-setting processes that include se-
lection methods and participation of stakehol-
ders 26, and only a little over half of the agencies
use some explicit priority-setting process. Most
agencies that claim to use priority-setting proces-
ses for the studies have a panel or committee to
provide recommendations on the priorities 24.27.

The most common criteria used by the agen-
cies to establish their priorities are the medical
and economic impact of the technology, the bur-
den of disease, the budget impact, the availabi-
lity of relevant information from HTA bodies or
agencies, and the interest of governments, health
practitioners and patients 27. The priority criteria
indicated by the selected agencies are presented
in Table 2. The agencies NICE, AHRQ, CADTH
and SBU were the ones with the greatest num-
ber of criteria. The criteria used by CENETEC and
IETS were not identified.



HTA organizations that are directly con-
nected to governmental bodies often perform
the assessments requested by the instances ac-
countable for the incorporation and compen-
sation; this means they have less autonomy in
defining the priorities of the research agenda 28.
This is the case, for instance, of PBAC in Aus-
tralia, that assesses the demands of medication
manufacturers.

Most agencies try to operate with a certain
degree of independence in relation to healthcare
system managers, and work hard not to be direc-
tly involved in the existing conflicts of interests,
without denying them, by means of transparent
processes and policies 29.

b) Formulation of HTA issues/scope of
the assessment

The studies developed by HTA agencies adopt,
in practice, narrow definitions that focus on ef-
ficacy, safety and efficiency.

While some agencies develop comprehen-
sive studies that include all technologies that
are interesting for healthcare systems, inclu-
ding those related to public health, most agen-
cies limit their assessments to the study of new
medications, devices, procedures or medical
care programs that require major investments
of capital. Worldwide, the approaches develo-
ped by the agencies for drugs are better esta-
blished and more systematic than for other te-
chnologies. The assessments related to public
health interventions, emerging technolgies
and process technologies use diverse types of
methodologies 30.

e Results
a) HTA products

The products of INAHTA agencies differ in both
terminology and the method used for their deve-
lopment. The development of some products is
made under broadly accepted and well-establi-
shed methods, and addresses the fundamental
dimensions 31.

The complete HTA reports should present
more methodological rigor, and greater comple-
xity in the analysis and quantity of information.
Mini-HTA reports should present methodolo-
gical rigor, but their scope is more limited, and
the information presented is less comprehensive
than the complete HTA reports. The Rapid Asses-
sments, on the other hand, are less rigorous and
more reduced in scope, and respond to urgent
and specific needs of managers in a short period
of time 31.

HTA ORGANIZATIONS: INSTITUTIONAL AND POLITICAL FRAMEWORK

The final products of HTA organizations and
the recommendations drawn from the studies
may be either discretionary or mandatory.

They are discretionary in nature when the
considerations about their effectiveness and
efficiency, at least of the technologies, and the
recommendations on their incorporation in the
health system are among the elements to be
taken into account in the final decisions. In this
case, the products are reports, medical-practice
guidelines, etc. They are mandatory in nature
when the political and legal conditions determi-
ne compliance with the recommendations. For
that to be possible, there must be an overall poli-
tical commitment and the establishment of poli-
cies so that healthcare managers and service pro-
viders accept the recommendations and manage
the necessary resources to implement them 30.

¢ Product impact

a) The use of HTA products in changing
health policies or practices

The impact of products on the incorporation of
health technologies depends on the political and
institutional framework of the agencies. HTA or-
ganizations may play a direct regulatory role, as
established by law, or their recommendations
may be used by the regulatory body to define the
rules for the incorporation of the technologies 23.
Even with their having a “consultive”, “re-
commendation-making” role, HTA agencies are
considered important in the economic decisions
upon which the treatments are funded by public
health services. Recommendations from HTA
agencies may be regulatory decisions, a fact that
is more and more acknowledged by the judicial
system. HTA bodies are not responsible for me-
dication registration, but their studies may in-
fluence the purchase of medication and medical
prescriptions by doctors and hospitals. The stu-
dies may also influence the strategies used by the
pharmaceutical industry when they launch me-
dications on national pharmaceutical markets 6.

Profile of the selected HTA organizations

The narrative literature review enabled the con-
struction of the profile of the selected 10 HTA or-
ganizations, summarizing the important dimen-
sions that define the types of agencies, and their
similarities or differences that reflect the national
scenario (Table 3).

The types of technology assessed by the or-
ganization vary. For instance, in Sweden, the de-
cision on the medication coverage is in charge
of a specific body (Tandvéards-och ldkemedels-
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Table 2

Priority-setting criteria for selection of technologies to be assessed.

Criteria

PBAC * SBU CADTH NICE AHRQ

IQWiG ** HAS ***  CENETEC# CONITEC ## IETS #

Clinical impact

Economic impact

Burden of disease
Budgeatry impact
Expected level of interest
Existing evidence
Opportunity for revision
Rate of use variation
Ethical, legal or psychosocial
implications

Technology of controversial
nature

Existing alternatives

ANERNEENERN
AN
SN NN

AR NN NN

LR

Questions about underutilization

or overutilization

High likelihood that results will v v

influence decision making

Benefits from the assessment

v

v
v

AHRQ: Agency for Healthcare Research and Quality; CADTH: Canadian Agency for Drugs and Technologies in Health; CENETEC: Centro Nacional de
Excelencia Tecnolégica en Salud; CONITEC: Comisséo Nacional de Incorporagdo de Tecnologias no SUS; HAS: Haute Autorité de Santé; IETS: Instituto de

Evaluacién Tecnoldgica en Salud; IQWIG: Institute for Quality and Efficiency in Health Care; NICE: National Institute for Clinical Excellence;

PBAC: Pharmaceutical Benefits Advisory Committee; SBU: Swedish Council on Technology Assessment in Health Care.

* PBAC in general does not define the medications to be assessed. It reviews the submissions (presented by the manufacturers) of new medication or of

additional use of medications already listed on the national medication formulary (PBS);

** Nature and severity of the disease, magnitude of the therapeutic benefits, profile of side effects, convenience of use;

*** Impact in organizing healthcare, action planned by the applicant after the assessment;
# No criteria used by CENETEC and IETS were identified;

## Priority-setting process is based on the following criteria: epidemiological relevance; relevance for healthcare policy and services; advanced knowledge on

the theme; operational feasibility; and social/judicial demands requiring actions from the State.

formansverket — TLV, Dental & Pharmaceutical
Benefits Agency, in English) that deals with medi-
cation coverage and pricing only. In England and
Wales, the studies include an array of technolo-
gies (medications, devices, procedures, public
health programs, screening programs, vaccines
and services), and involve different committe-
es, as presented on Table 3. Only two agencies
(SBU and PBAC) limit the type of technology as-
sessed (medications only); most assess different
types of technologies (medications, procedures,
devices, etc.)

The type of organization ranged from public-
only organizations to different public-private or-
ganization models to private-only organizations.
Regardless of the type of organization, a point in
common of all agencies is how careful they are in
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terms of bias regarding the interests of funding bo-
dies and clients. For the conducted studies to rea-
ch theirintended impact, all agencies are confron-
ted with the need to be perceived as organizations
that perform their activitiesindependently. Litera-
ture suggests that placing national HTA agencies
within the Ministry of Health of their countries
is not satisfactory in the long run. One recom-
mends that independent organizations be crea-
ted, even if funded by public money, like SBU 32.

Despite the differences found in the agencies
investigated, a dominating model for coverage/
funding of new technologies in healthcare sys-
tems seems to exist. In this model (Figure 2),
the process is started out with an application or
request for coverage by a player (payer, provi-
der, manufacturer or patient, depending on the



country). Next, an HTA organization makes an as-
sessment (technical and scientific data collection
and synthesis process of the relevant aspects of
the information, made by investigators) that will
be used in the decision-making appraisal (poli-
tical decision-making process by policy makers,
taking into account the information collected in
the assessment and other factors and values) 28.
During the HTA study processes, interaction be-
tween assessment-makers and decision-makers
is expected and desirable. However, in general,
the roles and responsibilities of HTA agencies
and decision-makers are different 8.

The institutional limitations and the organi-
zations responsible for assessment and appraisal
may vary, as one can see in England and Wales,
where assessment is made by academic insti-
tutions and/or research institutes, like the Uni-
versity of York’s Centrer for Reviews and Disse-
mination (CRD) or the United Kingdom’s Health
Technology Assessment Program and appraisal
by NICE.

In Germany, decision-making is made by a
single federal committee that makes decisions
on all health technologies for outpatient clinics
and hospitals. France has different appraisal
committes for medications, medical procedures
and devices, that are integrated in the same or-
ganization in charge of the assessments (HAS).
The appraisal committees with decison-making
power are those of NICE, TLV and G-BA 2829, The
Latin America organizations, more recently esta-
blished, are placed within the Ministry of Health
structure, with no well-defined attribution.

The criteria considered for decison-making
is vague in the official documents, and their ap-
plication in specific studies is hard to be identi-
fied 33. The higher number of explicit decision-
making criteria is for medications. A number of
countries (Sweden, United Kingdom, Australia,
Brazil) have considered cost-effectiveness as a
relevant decision-making criterium in relation to
medications. The political processes related to
coverage medication are quite explicit and for-
malized in some countries, and HTA is clearly
integrated, with laws to ensure it as a decision-
making resource.

The ten selected organizations operate on a
national level, according to a “national agency”
model. According to the literature, this is not the
only possible model; an alternative is a “network
model”, where a decentralized resarch group ne-
twork would be coordinated by a national mana-
gement body.

Regardless of the adopted model, the degree
with which an HTA organization is able to achie-
ve concrete changes in healthcare systems and
services depends on the policy and regulatory

HTA ORGANIZATIONS: INSTITUTIONAL AND POLITICAL FRAMEWORK

characteristics of the context it operates. In other
words, if the regulatory or professional bodies
do not use the products from the agencies, and
do not accept and implement the conclusions of
HTA reports, the overall impact of HTA will likely
be quite limited 34.

Final considerations

Literaturereview and consultation of HTA organi-
zations websites have revealed their progressive
institutionalization in developed and develop-
ing countries. Methodological propositions that
guide the studies to be conducted and that are
adopted, more or less strictly by most agencies
were disseminated. Methods standardization fol-
lows systematization propositions disseminated
by INAHTA, EUnetHTA, ISPOR, among others.
Each agency, however, has their particular pro-
file, technology assessment, decision-making
and implementation processes in accordance
with their institutional and political framework
and their respective health systems.

Despite differences related to the dimensions
and profile of the organizations, HTA agencies
share the challenges in setting the priorities of
the technologies to be assessed, and in imple-
menting their recommendations for national he-
alth policies.

The literature review on the relevant dimen-
sions to assess agency effectiveness/impact and
the profile of the selected organizations has con-
tributed to a better understanding of the challen-
ges faced in their countries.

The establishment of CONITEC in 2011 was
a breakthrough in the process of HTA institutio-
nalization in Brazil. However, one can consider
it as being in the implementation stage, not yet
having achieved methodological development,
ample scientific legitimacy or the potential for a
comprehensive policy-making role.

Upon analysis of HTA organizations that have
adopted the “National Agency” model, this se-
ems to be a suitable model for Brazil: a federal
HTA agency that is independent, but articulated
with government instances that decide about the
funding of new technologies for the SUS, and
that encourages the development of regional and
hospital-based HTA organizations in order to
promote a national, collaborative HTA network
as part of health policy and for the scientific and
technological development.

An agency that has ensured its mainly public
financial funding would be able to have a per-
manent and technical staff, with solid methodo-
logical background and would be less sensitive
to political changes and pressure from parties
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Table 3

Profile of the selected health technology assessment (HTA) organizations.

Country Technology Starting of Organization Type of organization Funding Organization Role Organization in
assessed operations  in charge of in charge of charge of overall
assessment appraisal decisions
Australia Medications 1953 PBAC Independent statutory ~ Government PBAC Consultative  Ministry of Health
authority
Sweden Medications 1987 SBU Governmental Government TLV Regulatory TLV
Canada Medications; 1989 CADTH Quasigovernmental *  Government CADTH Consultative  Ministry of Health
devices;
procedures
England Medications; 1999 NHS CRD Special independent Government NICE ** Regulatpry NICE
and Wales devices; health authority

procedures; public
health problems

USA Medications; 2003 AHRQ Governmental Government CMS Consultative CMS
devices;
procedures
Germany Medications; 2004 IQWIG Private Government + G-BA Regulatory G-BA
devices; private sector
procedures
France Medical 2005 HAS Independent public ~ Government + HAS ***  Consultative Ministry of Health
and surgical body private sector
procedures;
medications;

devices; biologic
tests
Mexico Equipament 2004 CENETEC Governmental CENETEC  Consultative Ministry of Health
devices/
Medications
procedures
Brazil Medications; 2011 CONITEC Governmental Government CONITEC  Consultative Ministry of Health
healthcare
products;
procedures
Colombia Medications; 2012 IETS Public-private Government + IETS Consultative  Ministry of Health;
devices; private sector private-sector
procedures; decision makers

diagnostic tests

AHRQ: Agency for Healthcare Research and Quality; CADTH: Canadian Agency for Drugs and Technologies in Health; CENETEC: Centro Nacional de
Excelencia Tecnoldgica en Salud; CMS: Centers for Medicare e Medicaid Services; CONITEC: Comissao Nacional de Incorporacgéo de Tecnologias no SUS;
G-BA: Gemeinsamer Bundesausschuss (Federal Joint Committee); HAS: Haute Autorité de Santé; IETS: Instituto de Evaluacion Tecnoldgica en Salud;

IQWIG: Institute for Quality and Efficiency in Health Care; NICE: National Institute for Clinical Ecellence; NHS CRD: National Health Service Centre for Reviews
and Dissemination; PBAC: Pharmaceutical Benefits Advisory Committee; SBU: Swedish Council on Technology Assessment in Health Care; TLV: Tandvards-och
lékemedelsférmansverket (Dental & Pharmaceutical Benefits Agency).

* Funded by the government, but not a governmental body. Autonomous organization;

** Screening programs are appraised by the National Screening Committee (NSC), and vaccines are assessed by the National Coordinating Centre for Health
Technology Assessment (NCCHTA) and appraised b y the Joint Committee on Vaccination and Immunisation (JCVINHS CRD), and the services are appraised
by the National Specialist Commissioning Advisory Group (NCCAG);

*** Activities made by committees (committee to assess medical and surgical procedures, transparency committee, committee to assess health devices and
technology) established within HAS.
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Overall decision model.
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Source: adapted from Garrido et al. 28.

interested in the incorporation of technologies.
Capable human resources are essential for the
scientific legitimacy and the acceptance of the
study results and recommendations presented in
the technical reports.

The independence of the agency is essential
to ensure transparency in the process to select
and prioritize the technologies to be assessed. In
the case of CONITEC, directly connected to a go-
vernamental instance (SCTIE), most technology
assessments are made upon request of the public
sector. A recent international study financed by
the pharmaceutical industry questioned the cla-
rity of the priority-setting criteria, pointing out
the difficulties in requesting new assessments
and the low participation of patients in the deli-
beration recommendations 35.

The need for a more democratic participa-
tion of patients and representatives of society in
technology selection and priority-setting criteria
definition has been broadly discussed and en-
couraged in the international scenario 36.

Permanent technical staff can better adapt
the best practices to HTA studies, for these to

be more complete and consistent. In regards to
CITEC, which existed between 2008 and 2010,
among the 103 studies conducted to support
decisions, the predominance was of Rapid As-
sessment Reports (36/103), followed by Scien-
tific Reports (26/103). Only 11.6% (12/103) of
these studies were economic assessments 37. In
CONITEC, between 2012 a 2015, the recommen-
dation reports were also based on more simple
studies about technology description and preli-
minary assessment of budgetary impact. Among
the technologies recommended for incorpo-
ration, only 11.1% presented a full economic
evaluation with incremental cost-effectiveness
ratio calculation.

The reputation and credibility of an agency,
the involvement of stakeholders and the quality
of the products (reports, opinions, studies) pre-
sented are indicarted in the literature as the most
important aspects for a stronger impact of the
HTA agency 24.

In terms of the regulatory role of the agency,
the institutional arrangement could be the cle-
ar separation of the institutional limits, and
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between the organizations responsible for the
two tasks (assessment and appraisal), thus ensu-
ring a privileged articulation with the decision-
making instance to increase the influence of their
recommendations and establish their effective
policy activity potential.
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The HTA institutionalization process in Bra-
zil is continually developing, similarly to other
countries. Its expansion and technical and poli-
tical strengthening may contribute, significan-
tly, with scientific, technological and innovation
policies to effectively impacting health policies.
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Resumo

A avaliagdo de tecnologias em satide (ATS) estd con-
solidada enquanto prdtica cientifica e tecnoldgica. O
objetivo do estudo é identificar organizagoes de ATS
de diferentes contextos e analisd-las de acordo com
dimensaes relevantes na avaliagdo de sua efetivida-
delimpacto, buscando contribuir com os desafios en-
frentados no contexto nacional. Revisdo narrativa da
literatura, realizada em bases de dados e web sites de
organizagoes de ATS. Existem processos de desenvol-
vimento das atividades bem estabelecidos em todas
as organizagoes. Elas apresentam particularidades no
seu perfil, nos processos de avaliacgao, decisao e im-
plementacdo das tecnologias que influenciam o seu
impacto potencial sobre os sistemas de satide. As agén-
cias compartilham os desafios de priorizagdo das tec-
nologias a serem avaliadas e implementacdo das suas
recomendacgoes. O fortalecimento técnico e politico do
processo de institucionalizagao da ATS no contexto
nacional poderd contribuir com as politicas cientifi-
cas, tecnologicas e de inovagao, impactando de forma
efetiva as politicas de satide.

Avaliagdo de Tecnologias de Satide; Tomada
de Decisoes; Politicas Ptiblicas de Satide;
Desenvolvimento Sustentdvel; Inovagdo
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Resumen

La evaluacion de tecnologias en salud (ETS) estd con-
solidada en cuanto prdctica cientifica y tecnologica. El
objetivo del estudio es identificar organizaciones de
ETS de diferentes contextos y analizarlas, de acuerdo
a dimensiones relevantes en la evaluacion de su efec-
tividad/impacto, procurando contribuir a los desafios
existentes en el contexto nacional. Revision narrativa
de la literatura, realizada en bases de datos y pdginas
web de organizaciones de ETS. Existen procesos de de-
sarrollo de las actividades bien establecidos en todas
las organizaciones. Estas presentan particularidades
en su perfil, en los procesos de evaluacion, decision
e implementacion de las tecnologias que tienen in-
fluencia por su impacto potencial sobre los sistemas
de salud. Las agencias comparten los desafios de prio-
rizacion de las tecnologias para que sean evaluadas e
implementacion de sus recomendaciones. El fortale-
cimiento técnico y politico del proceso de institucio-
nalizacion de la ETS en el contexto nacional podrd
contribuir con politicas cientificas, tecnoldgicas y de
innovacion, teniendo impacto de forma efectiva sobre
las politicas de salud

Evaluacion de las Tecnologias de Salud; Toma de
Decisiones; Politicas Ptiblicas de Salud; Desarrollo
Sostenible; Innovacion
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