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Objectives: The aim of this study was to identify good practice principles for health technology assessment (HTA) that are the most relevant and of highest priority for application in
Lafin America and to identify potential barriers to their implementation in the region.

Methods: HTA good practice principles proposed at the international level were identified and then explored during a deliberative process in a forum of assessors, funders, and product
manufacturers.

Results: Forty-wo representatives from ten Latin American countries participated. Good practice principles proposed at the interational level were considered valid and potentially
relevant to Latin America. Five principles were identified as priority and with the greatest potential to be strengthened at this time: fransparency in the production of HTA, involvement
of relevant stakeholders in the HTA process, mechanisms to appeal decisions, clear priority-setting processes in HTA, and a clear link between HTA and decision making. The main
challenge identified was to find o balance between the application of these principles and the available resources in a way that would not detract from the production of reports and
adaptation to the needs of decision makers.

Conclusions: The main recommendation was to progress gradually in strengthening HTA and its link to decision making by developing appropriate processes for each country, without
frying to impose, in the shortterm, standards taken from examples at the intemational level without adequate adaptation of these to local contexts.
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Universal health coverage (UHC) is a health priority worldwide
and many countries are committed to delivering UHC to their
citizens. Given the limited resources available in all health
systems, this requires having to prioritize and make decisions
about which services will be provided, to whom, and at what
cost (1). In 2012, the Pan-American Health Organization
(PAHO) and then, in 2014, all member states of the World
Health Organization (WHO), passed a resolution for health
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technology assessment (HTA) and UHC that urged member
states to develop HTA capacity and to integrate the concepts
and processes of HTA into strategies and work areas progres-
sing toward universal health coverage (2;3). HTA is defined
as a multidisciplinary field of policy analysis, which incorpo-
rates the medical, social, ethical, and economic implications
of development, diffusion, and use of health technology (4).

The development of HTA has been remarkable over the
past 3 decades worldwide, and particularly in the past 15
years in Latin America and the Caribbean (LAC). Today, it is
an indispensable part of health systems in several countries in
the region (5). Twenty-nine institutions across fourteen LAC
countries have joined RedETSA, the HTA Network of the
Americas coordinated by PAHO, and increasing numbers of
countries in the region are using HTA reports to inform
resource allocation decisions. These HTA reports are produced
by several organizations, including HTA agencies, academic
institutions, regulatory bodies, and also the producers of medi-
cines and devices themselves.

HTA is being carried out and used by a wide variety of
actors and it is increasingly being linked to the decision-
making process. Therefore, there is reasonable concern to
ensure that the production and application of HTA, and how
it is used in decision making, is appropriate for each context.
If HTA is not produced and used correctly, it runs the risk of
generating inefficient resource allocation by granting coverage
to interventions offering little or no benefit, preventing or
delaying patient access to useful health technologies, and
sending wrong messages to technology producers (4). For
these reasons, various groups around the world have identified
examples of good practices and established recommendations
and guiding principles for HTA (6-14).

The publication of these different principles and recom-
mendations has given rise to an important debate around the
following questions (15-20): (i) Are all good practice princi-
ples equally important?; (ii) Is it realistic, or reasonable, to
expect all HTA agencies across the globe to adhere to these?;
(iii) Should all be implemented in the same way in every
health system, or are there regional or local characteristics
that render certain principles inapplicable to some contexts?

To this debate it could be added that, in most cases, these
good practice principles were developed by groups in high-
income countries and intended for use in countries with
established HTA processes and systems. Moreover, these
recommendations typically come from academic groups and
do not formally incorporate the perspectives of other stake-
holders, such as government officials or payers, among others.

This study presents the results of the First Latin American
Health Technology Assessment Policy Forum organized by
Heath Technology Assessment International (HTA1) (21). The
objectives of the Forum were to identify which of the HTA
good practice principles proposed at the international level
would be the most relevant and of highest priority for
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application in LAC; to identify barriers faced by the region in
fostering their uptake; and, to formulate recommendations to
health systems for improving HTA and its use in decision
making in the region.

METHODS

The Health Technology Assessment Policy Forum is a
method used by HTAI to engage stakeholders and issue recom-
mendations on specific topics. It has been operating for 13
years in Canada, the United States, and Europe; and in Asia
for 4 years (22). The Forum was established to provide a
neutral setting to engage in strategic discussions about the
current state of HTA, its development, and implications for
health systems, industry, patients, and other stakeholders. The
Forum brings together representatives of three main insti-
tutional groups: (i) those who make decisions about the
coverage and reimbursement/pricing of drugs and devices
in health systems, (ii) those who produce HTA to support deci-
sion making, and (iii) biomedical companies that produce
technologies.

At each Forum, a topic is discussed that was previously
prioritized and selected by the participants. Forum discussions
are protected by the Chatham House Rule (23), whereby parti-
cipants are free to share information obtained at the meeting,
but they may not reveal the identity or affiliation of the
person who provided the information. Observing this rule
creates an environment of trust and openness among the parti-
cipants who attend the event year after year.

For this First HTA Policy Forum in LAC, the Institute for
Clinical Effectiveness and Health Policy in Argentina (IECS,
www.iecs.org.ar) served as the scientific secretariat. The
Organizing Committee, composed of representatives of partici-
pating institutions (both public and private), identified the dis-
cussion topic after consulting with Forum members about their
preferences on a list of topics.

The topic selected for this first Forum was “Good practices
in the application of health technology assessment to decision
making in Latin America.”

The scientific secretariat prepared a background document
to support discussions which summarized current knowledge
on the topic. A literature search was conducted to identify docu-
ments that described principles and good practices in HTA in
general terms. The search strategy included specific databases
(MEDLINE, CRD, LILACS), internet search engines, relevant
institutional websites, and expert consultation. Publications
were selected that presented criteria for conducting HTA that
could be interpreted as principles or good practices, or that
made reference to their application in the world in general, or
in LAC in particular. Reports and documents focusing on meth-
odological issues were excluded. The background document
was reviewed by participants before the event and their com-
ments were incorporated into it.
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The Forum was held in-person in San José, Costa Rica, on
April 18-19, 2016. The keynote address was delivered by Sir
Andrew Dillon, Executive Director of the National Institute
for Health and Care Excellence (NICE) in the United
Kingdom, and a series of presentations on the current state of
the region were delivered by participants (HTA agencies,
pharmaceutical and device industry, health system decision
makers, and payers), which set the stage for discussions.
Participants were divided into four breakout groups, each
with a balanced distribution of the different stakeholders in
attendance. On day 1, each group reviewed the international
good practice principles and identified those of the highest pri-
ority upon which to focus efforts in LAC over the next few
years. Their selections were based on the following criteria:
(1) the potential for the principle to improve HTA processes
in the region, and (ii) the presence of significant gaps
between the ideal situation and the degree of current implemen-
tation of the principle. Participants then identified which of the
prioritized principles would require further discussion/adapta-
tion before being applied in the region.

On day 2, participants discussed the good practice princi-
ples that were prioritized the previous day. They analyzed
experiences with the implementation of these principles and
the challenges and opportunities encountered in promoting
their uptake, discussed the requirements and conditions
needed in the health system to support their implementation,

Table 1. Summary of Characteristics of Participating Countries

HTA in Latin America: good practice principles

and developed general recommendations to promote good prac-
tices in the region.

On both days, the breakout groups were followed by
plenary sessions where their results were presented and
discussed.

After the Forum, the scientific secretariat developed a
summary report of the activities, results, and conclusions.
Forum participants provided comments and suggestions on
the report and these were incorporated into the final version.

RESULTS

The Forum comprised forty-two participants: eleven represen-
tatives of HTA agencies; seven representatives of funders
from the public, social security, and private sectors; one repre-
sentative of PAHO; seven academics and members of the scien-
tific secretariat; and sixteen representatives from industry
(pharmaceuticals, medical equipment, and diagnostic testing).
In total, ten countries in the region were represented. Table 1
summarizes the main characteristics of the health systems of
these countries.

RESULTS OF THE INTRODUCTORY PRESENTATIONS BY PARTICIPANTS

At the Forum, country representatives presented the drivers of
HTA development in their countries and the main challenges
currently faced. The heterogeneity of methods used in decision

Populafion GNP, 2014, Public health

Countty  (approx.)  millions (USD) spending (% GNP) Institutions that develop HTA

Argenting 42 million 526,320 2.7 Ministry of Health, institutions associated with the Ministry of Health, regional governments, hospital units,
universities or independent for-profit or notforprofit organizations.

Brazil 205 million 2,455,993 38 Ministry of Health (CONITEC), regional governments, hospital units, universities or independent forprofit or not-
forprofit organizations.

Chile 18 millon 258,733 3.9 Department of Health Technology Assessment of the Ministry of Health, universities, or independent for-profit or
notfor-profit organizations.

Colombia 49 milion 378,416 54 Institution associated with the Ministry of Health (IETS).

Costa Rica 5 million 50,168 6.8 Institution associated with the National Government or the Ministry of Health (Costa Rican Department of Social
Security) and other independent organizations (Cochrane).

Ecuador ~ 16.5 million 102,292 45 Institution associated with the National Government or the Ministry of Health.

El Salvador 6.1 million 25,054 45 Ministry of Health (Directorate of Health Technologies).

Mexico 122 milion 1,298,176 6.1 Institutions associated with the National Government or Ministry of Health (CENETEC Health, IMSS, ISSSTE).

Peru 31 millon 201,021 33 Ministry of Health (Directorate General of Drug Supplies and Drugs — DIGEMID), Unit of Analysis and Evidence
Generation in Public Health of the National Health Institute — UNAGESP, Comprehensive Health Insurance —
GREP), institutions associated with the National Government or Ministry of Health (Social Health Insurance,
Institute of Health Technology Assessment and Research — IETSI) and universities.

Uuguay 3.3 million 57,236 3.3 Ministry of Health and institutions associated with the National Government or the Ministry of Health (National

Resources Fund).

Note. Source: Data from the World Bank, 2014, available at http: //data.worldbank.org and a survey completed by attendees.
GNP, gross national product; HTA, health technology assessment; USD, United States dollars.
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making and the inequalities and variability in access were the
most frequently identified reasons for fostering HTA devel-
opment and centralized decision making. Another driver
mentioned was the need to increase the legitimacy of the deci-
sion-making process in health resource allocation. Among the
most frequently encountered challenges were the lack of suffi-
cient resources or technical capacity as well as limited aware-
ness and knowledge of the subject among society in general.

From the pharmaceutical industry perspective, difficulties
were described relating to the presence of many different
HTA processes, decision rules, cost-effectiveness thresholds,
and information requirements among the various countries.
They viewed the main challenges in the incorporation of the
patient voice in decision-making processes and the need to
advocate for greater transparency in the decision-making
process.

From the perspective of the device industry, it was high-
lighted that medical devices do not often undergo the HTA
process and it is not unusual for much of the evidence to
emerge after adoption, which is different from what happens
with medicines. Challenges described for a greater leadership
role of HTA, were the lack of communication between those
who assess technologies and those who make purchasing deci-
sions, and procurement strategies based on price and not the
value of the technology. The emergence of hospital-based
HTA initiatives was considered as an opportunity.

RESULTS OF BREAKOUT GROUP DISCUSSIONS AND PLENARY SESSIONS
ABOUT GOOD PRACTICE PRINCIPLES

Through the search strategy described, eight publications were
identified and selected (Table 2) that describe more than fifty
good practice principles for the development and use of HTA
and these served as a starting point for breakout group discus-
sions and subsequent plenary discussions.

Even with the heterogeneity of HTA development among
countries in the region and their different health system con-
texts, five principles were identified by the breakout groups
as important and with the greatest potential to be applied or
strengthened in the region in the short term (Table 3).

The main points discussed relative to these five principles
are described below:

1. Transparency in the Production of HTA and in Communicating HTA Results

All breakout groups agreed that the HTA process should be
transparent and free from bias. There was general agreement
to consider a public consultation process through which assess-
ment and/or decision documents are published in different
stages of development and to invite feedback from the
general public or other stakeholders such as health profes-
sionals or technology producers. This would be a relatively
simple and accessible measure for agencies to improve in
this area. Brazil and Colombia were pointed to as examples
of successful implementation of mechanisms to increase
transparency.

2. Involvement of Relevant Stakeholders in the HTA Process

Some of the groups believed that this principle should be imple-
mented immediately because it is seen as essential to legitimize
the HTA and decision-making processes and thereby reduce the
risk of conflicts and/or judicial appeals. Moreover, the involve-
ment of stakeholders (including patients, users, health profes-
sionals, decision makers, and other interested groups such as
industry) is important from the very beginning of the HTA
process. However, other participants believed that this principle
was not such a high priority because legitimacy can be achieved
by other means, for example, through the involvement of scien-
tific societies.

Table 2. Documents Selected That Contain Principles Considered Good Practices to Guide the Development and Use of HTA

Title Institution /group Year

1. Accountability for reasonableness,/Justice, health and health care Daniels et al. 2000,/2001

2. HTA for medical devices in Europe: What must be considered Siebert et al. for Eucomed 2002

3. Principles of the European Federation of Pharmaceutical Industries and EFPIA 2005
Associations (EFPIA)

4. Essential elements of a technology and outcomes assessment initiative Emmanuel et dl. 2007

5. Key principles for the improved conduct of health technology assessment for  The International Group for HTA Advancement 2008
resource allocation decisions of the International Group for HTA Advancement

6. How can the impact of health technology assessments be enhanced? WHO representing the European Observatory of Health Systems and Policies 2008

7. Good Practice Principles for relative effectiveness assessment High Level Pharmaceutical Forum 2008

8. Making fair choices on the path to universal health coverage WHO Advisory Group on Equity and Universal Health Coverage 2014

HTA, health technology assessment; WHO, World Health Organization.
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Table 3. Principles Identified as Priority for Application in Latin America and the
Caribbean

Principle

Transparency in the production of HTA and the communication of results
Involvement of relevant stakeholders in the HTA process

Existence of mechanisms for appeal

Existence of clear mechanisms for priority sefting in HTA

Existence of clear links between the assessment and decision making

HTA, health technology assessment.

Furthermore, it was noted that stakeholder involvement can
be complex, require fit-for-purpose methods, and can expose
the HTA process to undesirable influences (for example, by
patient groups financed by vested interests). It could also
represent an excessive workload and cause delays to HTA pro-
cesses thereby impeding a timely response to decision makers.
Brazil and Colombia were once again mentioned as examples
of successful implementation of mechanisms to involve differ-
ent stakeholders.

3. Existence of Mechanisms for Appeal

These mechanisms allow different stakeholders to appeal the
results of decisions made as part of the HTA process (for
example, about reimbursement or inclusion of a specific inter-
vention in a coverage package). Some participants agreed that
this is not a complex matter and should be implemented
without delay because in many countries it should already be
part of every administrative act. However, other participants
viewed this matter as complex and possibly a negative influ-
ence on the process by leaving it exposed to unfounded
appeals and weakening the recommendations of the Ministry
or agency.

4. Existence of Clear Mechanisms for the Priorifization of Topics for Evaluation by HTA
On this point as well, there were different views. The option to
permit industry to solicit assessments, as in Brazil or Mexico,
was mentioned; however, some participants felt that due to
the limited resources available to conduct assessments this is
not an option in their country and that requests for assessment
must be limited to only those coming from public entities.
Some described the importance for agencies to have clearly
defined priorities for their HTA program according to what is
important to their country, which would prevent the program
agenda from becoming driven by the needs of industry and
their requests for assessment, or by contingencies dictated by
political demands. Conversely, other participants recommended
that there be no explicit prioritization process, pointing out that
the priorities would quickly become obsolete given that the
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agency must inevitably adapt their agenda to different pres-
sures, for example, to update the benefits plan or to address
issues that arise from political changes.

5. Existence of Clear Links between the Assessment and Decision Making

This was the principle where the greatest variation among coun-
tries was observed. The link between the HTA report and deci-
sion making is not often clear in the health system. Having an
appropriate legal framework that defines the role of the HTA
agency was recognized as a decisive factor in determining the
degree of this linkage, although not all participants agreed
that increasing this connection would always be desirable
and/or possible in their health system. A limiting factor can
be seen in cases where assessments are centralized in an HTA
agency and where decision making occurs at different levels,
such as in a fragmented health system. Brazil and Mexico
were mentioned as examples where the role of HTA reports
in the decision-making process is more clearly established
due to the presence of a specific regulatory framework.

During the breakout group and plenary discussions,
recurrent themes emerged around the lack of resources (particu-
larly technical resources, time, and budget availability) for the
proper application of these principles. These were especially
relevant to the principles of transparency and stakeholder
involvement as they would require the greatest investment of
resources. The possibility was mentioned to obtain funding
from industry sources, as is done in European countries
where technology producers pay the agency for the assessment;
however, several participants expressed concerns with the sig-
nificant challenges in the region regarding the management of
conflicts of interest. The pressures from different groups and
the presence of conflicts of interest were said to be fundamental
challenges to the application of some of the prioritized princi-
ples, for example, stakeholder involvement would add to the
time and resources that the application of these principles
would consume. One option proposed was to foster regional
initiatives to coordinate the resources and efforts of different
countries so as to share the workload required to implement
these principles.

In discussion, several participants agreed that there are
ranges of possible interpretations, foci, and degrees of depth
to each of the principles, and, therefore, a gradual progression
in their adoption is appropriate, without the expectation to
apply a “NICE standard” from the outset.

DISCUSSION
This study presents the results of the first forum of this type to
be held in the region that brought assessors, payers, and tech-
nology producers together in a common space to discuss
themes of strategic interest in HTA.

The main conclusion of the Forum, as agreed by the major-
ity of the participants, is that despite the significant advances in
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HTA in the region in recent years there remain many opportun-
ities for improvement, particularly in relation to the use of HTA
in the decision-making process.

There was agreement that the good practice principles pro-
posed at the international level (6—14) are, in general, valid and
potentially applicable in LAC and they could prove to be a
useful to guide the establishment, expansion, or improvement
of HTA processes in the region. Nevertheless, most principles
would need to be adapted to the local context and the decision
about which one(s) to implement, and to what extent, depends
upon the state of HTA development in each country, the
resources available, and the characteristics of the health
system and decision-making process. In turn, important steps
have been taken in the region (5) where some countries have
already commenced the integration of many of these principles
in their HTA process, and these cases can serve as guides for the
other countries.

While significant effort was made to include a broad range
of stakeholders in the Forum, the countries and health systems
in the region are very diverse and not all were represented. This
is one limitation to the generalizability of the findings.
Nevertheless, issues discussed at the Forum about how to pri-
oritize the principles and how they should be adapted to the
local context aligns with similar issues identified at the global
level. A recent publication by the WHO (24) describes the dif-
ficulty and uncertainty encountered in determining the best way
to implement HTA in health systems and for the use of HTA in
decision making.

The way in which HTA agencies apply these good practice
principles also varies around the globe. Neumann et al. show
significant variability in the degree to which a series of princi-
ples was accepted and implemented in fourteen HTA organiza-
tions, particularly in the areas of transparency and the link
between HTA results and decision making (25). A study con-
ducted in 2010 of health decision makers in LAC (26) found
that the international principles were also considered valid
and relevant in the region and, in line with the results of this
Forum, showed that the most significant gaps existed in princi-
ples relating to the use of HTA in decision making.

The main challenges to HTA initiatives identified by
country representatives at the Forum include the difficulty
with involving different stakeholders in the process; the lack
of resources to develop and sustain technical capacity; and,
insufficient dissemination and links between HTA results and
decision making. The key issue identified was how to be effi-
cient in this process so as to strike an acceptable balance
between achieving the HTA improvements desired and the
available resources in the country (including staff, budget,
and time), to ensure, above all, that the improvements intro-
duced do not interfere with report development timelines or
responsiveness to decision makers’ needs. These cautions
about the dilemmas and potential problems that agencies face
when aiming to apply or strengthen the international good
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practice principles matches up with similar criticisms and cau-
tions conveyed by the global HTA community (15-20).

Participants agreed that the next steps should be to promote
the acceptance of the prioritized criteria. This will bring greater
legitimacy to the difficult decisions that health systems must
make on the road to universal health coverage. The main rec-
ommendation was to find appropriate HTA processes and/or
methodologies, adapted to the context of each country that
would allow for gradual improvements to the links between
HTA and decision making, without trying to impose, in the
short-term, excessively high standards taken from examples
at the international level without appropriate adaptation of
these to the local context.
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