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Introduction 

Deliberative processes are not new in the world of health technology assessment (HTA). An HTA 
seeks to determine the value of technologies for the purpose of providing information for a 
decision-making process (O'Rourke et al., 2020), and these decisions will affect a wide range of 
stakeholders in society: patients, citizens, industry, professionals, among many others. It has long 
been recognized that one of the most important principles that should guide good practices in 
HTA, and that is essential for ensuring its legitimacy, is the involvement of these relevant 
stakeholders in the various stages of assessment and decision-making (Daniels et al., 1997; 
Drummond et al., 2008; Pichon-Riviere et al., 2008&2010). This is one of the explanations for the 
growing interest in deliberative processes, and for the efforts to find the most appropriate methods 
and processes to be incorporated into the HTA (Abelson et al., 2016; Oortwijn et al, 2020; Bond 
et al., 2020).  

There are basically three mechanisms by which HTA agencies and processes can engage 
stakeholders. The first, and most basic one, is the communication of its actions and results (for 
example its assessment reports), making this information available to all those stakeholders who 
might have an interest in the subject. The second mechanism is consultation, in which by means 
of surveys, forms, expert panels, or other means, different stakeholders are allowed to contribute 
information or express their opinion on a certain topic or on the results of the HTA (such as reports 
or the prioritization results). Finally, and as we will see throughout this document, deliberative 
processes are a distinctive form of engagement, which emphasizes active participation and open 
dialogue. 

However, there is still a great heterogeneity, both worldwide and in Latin America, in the way 
these deliberative processes are carried out by the different HTA agencies, and in the role they 
play in the different stages of the assessment and decision-making process. In turn, in Latin 
America it also happens that the HTA itself exhibits a very heterogeneous degree of development, 
with some countries in the initial stages of adoption and others where decision-making processes 
are more strongly associated with the assessment. In this regional scenario, the willingness to 
move towards strengthening good practices and generating informed and deliberative decision-
making processes is real and challenging at the same time. (Lessa et al. , 2017; Pichon-Riviere  
et al. , 2018) 

The objective of the 2021 6th Latin America Health Technology Assessment Policy Forum will be 
to discuss and understand the application of deliberative processes to HTA, and to analyze the 
problems that HTA agencies and the various stakeholders face in connection with these 
processes. It will also seek to define a series of key principles and actions that can serve to guide 
the establishment, development, strengthening, and improvement of deliberative processes in 
health technology assessment in Latin America. 

 

 



What is Health Technology Assessment (HTA)? 

HTA is a multidisciplinary process that uses explicit methodologies to determine the value of a health technology 
throughout its life cycle (O'Rourke 2020). Its purpose is to inform the decision-making process in order to promote 
equitable, efficient, and high-quality health systems. This information is used by health systems to make decisions that 
primarily affect the manner in which health resources are allocated, such as the decision to cover a certain health 
technology, or the decision to incorporate it into a benefits package. 

Health technologies are now an indispensable part of any health system, and their use has increased in recent decades. 
The introduction of new technologies has generally brought about significant benefits, in terms of prevention, safety, 
improvements in health, and quality of life or reduction of adverse effects. However, in a scenario in which resources 
are limited, the correct incorporation and distribution of technologies has become a challenge and, in some cases, a 
serious problem. 

The rapid emergence of technologies and the increasing volume of available evidence are now a reality for all health 
systems. Providing healthcare services involves making decisions about which interventions should be offered (and 
implicitly or explicitly, which ones should not), the manner in which the health system will be organized, who will pay 
for these interventions; as well as how and who should provide them. The challenge is to achieve adequate health 
outcomes with the available resources, contemplating the social values, expectations, and demands of the population 
as well. 

Many countries have now committed themselves to achieving universal health coverage (UHC) for their population, 
that being one of the objectives prioritized by the World Health Organization (WHO). In the context of the UHC, the 
prioritization of interventions is a central strategy, and in the documents they develop, the WHO considers it to be of 
the utmost importance that it be carried out based on the best available evidence and through a deliberative process 
that takes social values into account (Terwindt et al 2015; WHO 2014). In this context, health decision-makers have 
begun to need more and more reliable and detailed information that allows them to make transparent and legitimate 
decisions when setting priorities to attain the maximum benefit on limited budgets. The growth and development of 
HTA reflects this demand for solid and transparent information that serves as a guarantee to make decisions on the 
development, incorporation, and dissemination of health technologies (Gabbay 2006). The origin of HTA was precisely 
this growing concern about the expansion of new and expensive health technologies in the 1970s and the limitations 
of health systems to finance their use. As a discipline it has evolved since the 70's to become a multidisciplinary 
specialty whose purpose is to unite and review the available evidence in order to help health decision makers, health 
practitioners, and patients understand the relative value of technologies. 

The development of HTA has been particularly remarkable over the last 20 years and is today an essential component 
of health systems in many countries. Several initiatives have emerged in the Latin American and Caribbean (LA) region. 
Argentina, Brazil, Colombia, Chile, Mexico, and Uruguay have HTA agencies that are members of INAHTA (acronym 
for the International Network of HTA Agencies), and several Latin American countries currently apply the HTA, to 
different extents, to making decisions on the allocation of resources. Most of these initiatives in the region are grouped 
together into RedETSA, the Latin American health technology assessment network (http://redetsa.org/), coordinated 
by the Pan American Health Organization (PAHO). 

The HTA is potentially an extremely useful tool for decision makers. However, if not done and used properly, there is a 
risk of producing an inefficient allocation of resources, covering interventions of little or no benefit, preventing or 
delaying patient access to useful health technologies, exposing patients to unnecessary risks, and sending the wrong 
messages to technology producers, among others (Wilsdon 2005). Furthermore, HTA is not a purely technical practice, 



and the decision-making process must consider increasingly broad dimensions. For these reasons, since the decisions 
to be made through the HTA process have the potential to affect a large number of individuals and institutions, a number 
of basic principles have been proposed for HTA to abide by. These principles include aspects such as transparency in 
the process of carrying out HTA and the consequent decision-making, the involvement of relevant stakeholders, the 
existence of explicit procedures to decide which technologies should be assessed, and the existence of a clear link 
between assessment and decision-making (Daniels et al., 2008; Drummond et al., 2008; Pichon-Riviere et al., 
2008&2010). Many of these aspects have been addressed in the different editions of the HTAi  Latin America Policy 
Forum (Pichon-Riviere et al., 2018-2021). 

 

Background and objectives of the Forum 

The Health Technology Assessment Policy Forum is an activity organized by HTAi (Health 
Technology Assessment International). It was created in 2004 with the aim of providing a neutral 
space to carry out strategic discussions on the present state of HTA, its development, and its 
implications for health systems, industry, patients, and other stakeholders. It convenes 
representatives of three main groups of institutions: 1) decision-makers on the coverage and 
reimbursement/prices of medicines and devices in health systems; (2) agencies carrying out HTA 
in support of these decisions; and 3) technology producing biomedical companies. It has been 
held for 16 years mainly in Europe and the USA, and for the last 9 years, in Asia. In 2016 it began 
to be held in Latin America as well, this being the sixth Forum to be held in the region. 

The approach, agenda and logistical details were developed by an Organizing Committee 
composed of the Chair of the Forum and representatives of the participating institutions (three 
representatives of the public sector and three representatives of the field of technology producing 
companies). The Institute for Clinical Effectiveness and Health Policy (IECS – www.iecs.org.ar) 
acted as the Scientific Secretariat. 

The process of selecting the topic for this Forum began during the fifth Forum and included the 
following steps:  

1) A list of potentially relevant topics was drawn up based on the proposals/topics suggested by 
the members of the 2020 Latin American Forum at its conclusion.   

2) This list was sent to the members of the Organizing Committee for their comments/suggestions. 

3) The final topic was selected through a deliberative process with the participation of all members 
of the Forum  

Based on this process, the topic selected for this sixth forum was "Deliberative processes for 
informed decision-making by health technology assessment". 

This sixth edition of the Latin American Policy Forum linked together with the previous five 
editions: 



2016 Policy Forum: The first LA Policy Forum was held in Costa Rica. This meeting involved a 
discussion on the "Principles of good practices in the application of Health Technology 
Assessment to decision-making in Latin America". As a result of this, the principles prioritized as 
the most relevant to promote the application of HTA in LA were: 

·         Transparency in the processes of carrying out HTA and communicating its results 

·         Involvement of relevant stakeholders in the HTA process 

·         The existence of appeal procedures 

·         The existence of clear mechanisms for setting priorities in HTA 

·         The existence of a clear link between assessment and decision-making 

2017 Policy Forum: This second Policy Forum, held in Lima, had as its central theme the 
stakeholder involvement in the Health Technology Assessment process, an aspect that had been 
identified as a priority during the first Policy Forum. 

2018 Policy Forum: It was held in Montevideo in 2018 and it included a discussion about value 
frameworks in HTA. 

2019 Policy Forum: It was held in Buenos Aires, and it was focused on the relationship between 
HTA and decision-making. 

2020 Policy Forum: It was held online, and it included a discussion on the mechanisms used by 
HTA agencies to prioritize the assessments to be performed. 

(All the results of the discussions held during these five Policy Forums are available in a series of 
articles: Pichon-Riviere et al 2018-2021) 

As can be seen, throughout these years the Policy Forum Latin American participants have 
identified and discussed principles and processes that are closely associated with the 
implementation of deliberative processes, which were considered as the key to improving HTA in 
the region: transparency in processes of HTA development and communication of its results,  
relevant stakeholders’ involvement, the existence of clear mechanisms for establishing priorities 
in HTA, and the existence of a clear link between assessment and decision-making. 

The main objectives of this 6th Latin America Health Technology Assessment Policy Forum will 
be: 

·         Exploring the fundamental aspects of the implementation of deliberative processes within 
the framework of an HTA and the main experiences at the global level 

·         Exploring the positive and negative aspects of the deliberative processes that are currently 
being used in Latin America, and the way they are linked to decision-making on resource 
allocation 



·         Exploring the limitations/barriers/risks and opportunities/facilitators for the implementation 
and/or deepening of deliberative processes in the Region 

·         Discussing and identifying the main contextual aspects that should be contemplated in the 
region when implementing/deepening deliberative processes, as well as the principles of good 
practice and the requirements that a health system should meet to execute them 

·         Discussing the potential applicability of the various models used around the world to Latin 
America and identifying the main recommendations for health systems in the Region. 

The purpose of this base document is to provide information that serves as a starting point for the 
discussions that will take place at the 2021 Latin America HTAi Policy Forum to be held virtually 
online on October 25 - 27, 2021. The document is focused on the one hand on introducing the 
basic concepts of deliberative processes, and on presenting a selection of international 
experiences on the other. 

The information is based on a bibliographic search in connection with deliberative processes 
and HTA and on a review of agencies’ and health systems’ websites. 

 

Deliberative processes in health technology assessment 

Context: a demand for a greater legitimacy in decision-making processes 

As mentioned above, the HTA seeks to determine the value of health technologies for the purpose 
of informing a decision-making process (O'Rourke et al., 2020). A typical situation occurs when a 
health system must decide on the coverage of a certain technology, or its inclusion in the country's 
benefits package (although HTA applies throughout the entire life cycle of health technologies, 
from providing evidence for regulatory approval to guiding disinvestment decisions in obsolete 
technologies). 

This assessment of the value of technologies addresses both the direct and desired 
consequences of technologies and the indirect and unintended ones. The consequences of using 
a given technology, compared to the existing alternatives, are evaluated in several dimensions 
typically including clinical effectiveness, safety, costs, economic implications, and the ethical, 
social, cultural, legal, organizational, and environmental aspects, as well as broader implications 
for patients, their relatives, caregivers, and the general population. The conclusion about the value 
of the technology, which will be reached after this whole process, may vary depending on the 
perspectives taken into account, the stakeholders involved, and the context considered for making 
the decision. So how do you ensure that fair decisions can be made when the information being 
considered is of such complexity, when evidence is highly uncertain, and values may conflict? 

While not all health systems have necessarily the same goals, the HTA seeks to inform decision-
making processes to promote equitable, efficient, and high-quality health systems. Moreover, 



society demands greater legitimacy in decision-making, which implies that it is perceived as the 
result of a fair process, from the perspective of the different stakeholders. One of the main issues 
that many health systems around the world seek to solve nowadays is precisely how they can 
achieve these objectives in HTA processes, in which it is common to deal with extremely complex 
information, uncertain evidence, and values that may differ among the different parties that will 
be affected by the decision (WHO 2014, Daniels et al., 1997, Castro et al., 2020). 

Deliberative processes appear as an increasingly recognized approach to improving the quality 
of assessments, and to dealing with many of the complexities inherent in health decision-making 
(Abelson 2016, Bond 2020, Oortwijn et al., 2020&2021). In all HTA processes, but particularly 
when decisions are being made on the allocation of health resources, there are often bound to be 
"winners" and "losers". Decisions will not always suffice to meet the needs or views of everyone 
involved. Take, for example, the decision not to prioritize a given technology for assessment, or 
the decision not to provide coverage, or not to include a technology in the benefits package, as a 
result of an assessment. The group of patients affected by these types of decisions, or the 
producers of the technology themselves, may rightly feel that the decision is not fair from the point 
of view of their needs. It is not reasonable to expect all the parties concerned to always agree on 
a decision or consider every decision to be fair from their point of view. But it is actually possible, 
and in fact it would be desirable, for all those who will be potentially affected by the decision to 
believe that the process through which the decision was reached was a fair process based on 
"clear-cut rules", regardless of whether or not they approve the decision. As Daniels and Sabin 
(Daniels 1997 & 2008) note, because it would be impossible to establish a consensus regarding 
a set of ethical standards of distributive justice to guide the incorporation of new technologies, it 
is the existence of a fair decision-making process that will allow for a consensus to be reached 
on what is considered to be legitimate and fair. They refer to this conceptual framework as 
"Accountability for Reasonableness." This framework proposes that decision-making on the use 
of limited resources becomes a part of a broader public deliberative process that allows for a fair 
protection of the health of populations having diverse needs. Within this framework, for decision-
making on the allocation of health resources to be adequate, certain conditions must be met, such 
as transparency, which entails that those decisions and their motives are open to the public, that 
the reasons on which decisions are based are relevant to the context in question and agreed 
upon by stakeholders (i.e.  that it is an inclusive process), that it is possible to appeal the 
decisions, and finally, that there are means to ensure that these conditions are met.  

In short, decisions will be considered legitimate when they are perceived as the result of a fair 
process by all stakeholders. For this to happen, one of the most important requirements is that all 
parties feel that they have had the opportunity to participate, and that their voice has been heard 
and taken into consideration, even if the end result of the decision is not necessarily favored by 
everyone involved. These are some of the reasons that have led in recent years to the recognition 
that the participation of those who may be affected by decisions is one of the most important 
principles of good practice in HTA (Daniels et al., 1997; Drummond et al., 2008; Pichon-Riviere 
et al., 2008&2010). The interest in deliberative processes stems from this development that has 
occurred in HTA, especially in the last decade. 

 



What are deliberative processes? 

Deliberative processes seek to facilitate a participatory decision-making, through the discussion 
of objective data and values (Gauvin 2009). Up to this date, the concept of deliberation has been 
frequently associated with any type of stakeholder involvement, stakeholders being considered 
as those who can be affected by a decision. This concept includes individuals, organizations, or 
communities with a direct interest in the process and outcomes of a health technology 
assessment, such as patients, funders, technology producers, family members or caregivers, 
citizens, or health practitioners. This stakeholder involvement is typically implemented by many 
HTA agencies, especially in Latin America, in the form of consultations, or requests for opinion, 
or information exchange (in other words, a rather "testimonial" involvement). However, not just 
any kind of stakeholder involvement can be considered a deliberative process. Then, what sets 
deliberative processes apart from other forms of engagement?  

Unlike the traditional approach used by most agencies so far, focused mainly on informing the 
HTA on the views of some experts or stakeholders, deliberative processes are distinguished 
by their participatory characteristics and by focusing on discussion and open dialogue 
among the parties, with the aim of revealing and understanding the assumptions, values, and 
underlying arguments that govern the standpoint of each of the parties. This implies an active 
participation of all those involved in the deliberative process. It attempts to promote a setting 
that favors the enrichment of stakeholders’ views on a certain topic, with arguments and evidence 
that perhaps would not have been taken into account outside the deliberative space. 

At present, many health systems and HTA agencies have incorporated deliberative components 
into their assessment and decision-making processes. However, the manner in which these 
processes are performed, and their influence on the assessment and the subsequent 
recommendations, is very heterogeneous. There is currently no definition or consensus about 
what constitutes a deliberative process in the context of an HTA, or any good practice 
recommendations to carry it out. An example of the growing interest in promoting and enhancing 
deliberative processes by the HTA community was the recent 2020 HTAi (Health Technology 
Assessment International) Global Policy Forum, where the subject discussed was: prospects, 
problems, and policy proposals for the establishment of deliberative processes (Bond et al.,  
2020). Moreover, HTAi and ISPOR (International Society for Pharmacoeconomics and Outcomes 
Research) have recently established a Task Force for the purpose of steering and developing a 
guideline for those who seek to implement deliberative processes in HTA. As part of this initiative, 
still under development, it is established that deliberation in HTA is the informed and critical 
examination of an issue and the weighing of arguments and evidence to guide a subsequent 
decision. It is emphasized that deliberation provides opportunities for exchange through 
participatory processes, which highlight the rationale leading to a deeper understanding of 
differences among participants, or provide critical insight into differences among participants, 
including the manner in which these differences could be resolved. A deliberative process in HTA 
consists of the procedures, activities, and events that support deliberation. 

These deliberative processes must further be designed and conducted appropriately in order to 
meet the participation needs required to achieve a greater legitimacy in decision-making. These 



aspects are particularly relevant in Latin America, a region where the various countries have a 
highly heterogeneous status, and in many cases, there are no explicitly defined formal 
mechanisms for stakeholder involvement in the HTA processes. In countries where some 
stakeholders have begun to be formally involved in HTA processes, these mechanisms are 
usually still partial, in that they do not always involve all potential stakeholders, or in that they 
apply only to some of the components of the HTA process, for instance, only at the assessment 
stage itself,  but not in the prioritization of the technologies to be assessed, or in decision-making 
(Pichon-Riviere et al 2018). 

What role can deliberative processes play in HTA? We can distinguish two major roles: on the 
one hand, that of informing and enhancing the performance of the different stages of the HTA 
(from the identification of the topics to be evaluated to the recommendation and decision-making 
stage); and on the other hand, that of being a relevant component at the more "macro" level, in 
the design of the structure and governance of HTA agencies. This is another particularly relevant 
aspect in Latin America, where many countries are still at the stage of defining their 
institutionalization. Deliberative processes can thus constitute a valuable tool to contribute to the 
creation of HTA agencies, units, or programs whose mandates, structures and processes are in 
line with what society expects from their health systems. 

However, the implementation of deliberative processes implies dedicating resources and time to 
their execution, both assets being scarce in all HTA agencies. Therefore, the objectives pursued 
with their implementation must be clear; deliberative processes should be conducted in 
accordance with the context and in a manner that represents a proper use of the resources 
available in the various HTA agencies in the region. All these aspects will be discussed in the 
sections below. 

 

Deliberative processes in HTA 

As mentioned above, deliberative processes can play a role in defining the structure, governance, 
and processes of HTA agencies, and in informing the different stages of the HTA process. These 
stages include: 

1) Identification of technologies and interventions that could be candidates for assessment, for 
example through an active search (horizon scanning), nomination by different stakeholders (such 
as industry, patients, or health practitioners), or at the request of different health authorities 

2) Prioritization of technologies and interventions to be assessed 

3) The assessment itself. For that purpose, the approach to be used in the document (scoping) 
and the comparators must be defined, in order to clarify what the questions to be answered are, 
and in what way they are linked to the information needed by decision-makers. This assessment 
is the analytical process, both scientific and technical, of identifying and summarizing information 
on relevant aspects of the technology in question. It usually includes a systematic identification 
and synthesis of the evidence on effectiveness and other dimensions such as cost-effectiveness, 



and in many cases, it may also include the generation of new evidence. This process should 
follow well-defined methodological steps and should be potentially replicable in other contexts. 

4) After the assessment itself, the next step is the one that allows the health system to reach a 
decision. This stage is sometimes known as contextualization or "Appraisal," and refers to the 
political process of making a recommendation or making a decision, taking into account the 
elements provided by the assessment, as well as other factors (Stevens & Milne 2004). This 
involves making a judgment about the applicability of the evidence, such as the cost-effectiveness 
threshold, and other considerations comprising broader social values. 

In all these stages of the HTA, in order to arrive at a decision or a recommendation, certain formal 
criteria should be contemplated, such as effectiveness or cost-effectiveness. In addition to these 
formal criteria, however, there are also contextual factors such as the severity of the disease 
targeted by a technology, the impact on equity, patients’ perception, or human rights aspects. In 
some cases, some of these contextual factors are integrated into the formal criteria considered in 
the assessment and/or decision-making process. For example, at the 2018 HTAi Latin America 
Policy Forum held in Montevideo, a series of criteria considered "essential" were identified at the 
time of deciding on the coverage of a new technology: burden of disease and severity of the 
condition, effectiveness and safety of the technology, quality of evidence, cost-effectiveness and 
budget impact; and the 2020 HTAi Latin America Policy Forum identified the most important 
criteria to consider when prioritizing technologies for assessment: burden of disease, potential 
clinical benefit, alignment with national health priorities, potential impact on equity, absence of 
other alternatives for patients, and potential economic impact. 

In addition, when evaluating these aspects in all stages of the HTA, starting from the identification 
and prioritization of those technologies to be assessed until the final coverage decision, both 
objective elements (facts) and values will be considered. For example, the incremental cost-
effectiveness ratio (ICER) of a given technology may be a formal aspect that a health system 
needs to evaluate when making a coverage decision. However, judging to what extent such ICER 
justifies coverage or non-coverage, or whether other dimensions relevant to patients are being 
adequately encompassed in the ICER, or the weight that other elements such as the severity of 
the condition or the impact on quality should have, will depend on the values and views of the 
different stakeholders, and those of the society in which they are immersed. This implies that 
similar health systems could come up with different decisions when evaluating the same 
evidence. 

Let's look at the following example, focused on the recommendation and decision-making stage 
of an HTA. In a given country, a Technology A is being covered for the management of a certain 
health condition, and it has now become necessary to decide whether or not to incorporate an 
additional new Technology B into the coverage for the management of this very condition. To 
make this type of decisions in the country, aspects such as the effectiveness of the technology, 
quality of the evidence, safety, cost-effectiveness, and budget impact are evaluated. Suppose the 
result of this assessment determines that the effectiveness of Technology B would be similar to 
the effectiveness of Technology A, although with a greater degree of uncertainty in the evidence, 
mainly due to the lower number of studies involving the more recent Technology B. In fact, due 



to this uncertainty, it cannot be ruled out that the effectiveness of Technology B is slightly lower. 
The cost of Technology B is approximately 10% higher than that of Technology A. With this 
information it might seem reasonable to decide not to include the new Technology B in the 
coverage, because it has not proven to be superior to the technology currently available, there is 
greater uncertainty in the evidence, and the cost is slightly higher. Decision-makers might 
consider that there are not even enough elements to justify any attempt at negotiating the price 
with the producer of the technology.  

However, there could be some aspects that are not being sufficiently considered, as we will see 
in the examples below. Not all countries assess the same dimensions in their HTA reports, and 
in some cases, these reports can be very broad and encompass many of the dimensions 
discussed below. However, it is common for low- and middle-income countries to have no 
resources, or time, to conduct comprehensive and more elaborate assessments of all the 
technologies on which a decision is required, and reports are in many cases rapid reviews focused 
on effectiveness, quality of evidence, safety, and a few economic aspects. The following 
examples show some aspects that may not arise in the technical component of the assessment, 
or that could be difficult to assess in a faster HTA process, but that could nevertheless be captured 
in a deliberative process that involves the stakeholders of interest: 

● Clinical experts, healthcare providers and patient groups note that Technology A is now 
widely available only in large urban centers. Due to its characteristics (e.g. personnel or 
specialized equipment requirement, storage conditions, etc.) Technology A is not available 
to a large part of the rural population (50% of the country's population). The incorporation 
of Technology B would reduce the inequity that exists today in the management of this 
condition. 

● Patients and caregivers highlight the advantages in the way technology B is applied, which 
were not adequately contemplated in the evaluation of effectiveness and cost-
effectiveness. These advantages could make it more desirable than Technology A, even 
if it were less effective (for example, Technology A has a more rigid dosage scheme 
requiring pediatric patients to be medicated at school every day, which has practical and 
social implications. Technology B allows for a more flexible scheme that would avoid this 
drawback.) 

● Clinical experts note that due to specific barriers (for example, cultural, social, or 
geographical) in one country, adherence to Treatment A is noticeably lower than the one 
observed in clinical studies in other countries. Technology B does not present these 
barriers and therefore its adoption could represent an increase in population effectiveness 
in the management of this condition. 

● Funders believe that although the unit cost of Technology A is lower, for certain healthcare 
providers it could be more expensive than Technology B (due to, for example, logistical 
requirements for storage or administration to patients). 

● The technology industry notes that the effectiveness assessment of Technology B 
presented in the HTA report was only performed for the entire set of patients. However, 
analyses showing that in certain subgroups of patients the effectiveness of Technology B 
could be greater than that of Technology A and with a good level of evidence have not 



been taken into account. They suggest that instead of refusing the coverage of technology 
B, this technology could be restricted to this subgroup of patients alone. 

● Patients and clinical experts point out that there are certain patients who have 
contraindications to Technology A and that there are currently no other treatment options 
available for them. 

Many of these aspects could have arisen in the HTA report, but the focus of all assessments can 
hardly be always so broad and comprehensive as to ensure that all dimensions have been well 
captured. One of the advantages of deliberative processes is that they allow to expand the 
spectrum of criteria and dimensions under consideration. Even in cases where these aspects 
have been identified in the technical component of the development of the HTA report, the 
assessment and decision-making process will be enriched by understanding the valuation and 
views that each stakeholder has on them.  

Deliberative processes provide a framework for these elements to be contemplated, especially 
when differences in views and values among stakeholders are likely to arise. This does not 
necessarily imply a modification of the decision that would have been made. But even the decision 
of no coverage will have greater legitimacy if it can guarantee that it was made after all the relevant 
aspects have been heard and examined. 

This example shows how a deliberative process can enrich the recommendation and decision-
making stage. However, it is important to note that, as mentioned above, deliberative processes 
can play an important role in all stages of an HTA. For example, a deliberative process can be 
very valuable in the initial stages of scoping and assessment, in which different stakeholders can 
express their views in order to decide what the outcomes to be expected will be, or which should 
be the most relevant comparators to include in the assessment. In fact, this early stakeholder 
involvement could avert many of the problems mentioned in the previous example, which arise 
precisely due to the lack of attention given in the assessment to the relevant outcomes for 
patients, providers, industry, or funders. In turn, deliberative processes can also play a very 
significant role in the identification and prioritization stage of the technologies to be assessed; for 
example, by helping not to ignore potentially extremely beneficial interventions, which do not 
necessarily have a sponsor to promote their assessment; or to ensure, when prioritizing the 
technologies to be assessed, that all aspects that are relevant for those who will be affected by 
the decision are being considered. 

 

Elements to be considered for the implementation of deliberative processes 

One of the first steps in the implementation of deliberative processes is that of identifying which 
perspectives need to be considered. This includes different stakeholders such as patients, 
citizens, funders, or technology producers, as well as experts (such as experts in the fields of 
medicine, bioethics, economics, etc.) whose views are relevant to a given topic. 



Furthermore, it is necessary to define the manner in which these different perspectives will be 
represented in the deliberative process, including the identification and selection of participants, 
and the measures to be taken to allow for the participation and open dialogue between the parties 
(for example, the role of the coordinator and how to control the power balance among 
participants). 

The number of participants should also be adequate for the deliberative process to operate 
properly (e.g. 10-15). In some cases, the result of the deliberative process will likely be a 
consensus, and in others, it is to be expected that the result will be a decision or recommendation. 
In these cases, it will be necessary to identify who will only be allowed to speak and who will be 
allowed to speak and vote.  

Another important element is what information, and in what format, will be available to participants 
in the deliberative process. This may include, for example, HTA documents, which assess 
dimensions such as effectiveness and cost-effectiveness. But it can also include other items 
contributed by experts or interested parties, or the adaptation of materials for the various 
audiences that need to be reached. 

Finally, the manner in which the results of the deliberative process will be communicated and 
which of its aspects will be made public and which will not, must be defined. 

At the 2020 HTAi Global Policy Forum there was a discussion about the most important principles 
that should drive the introduction of deliberative processes into the HTA (Bond et al 2020). These 
were: 

·         Transparency: both the deliberative process and the rationale for recommendations and/or 
decisions should be explicitly described and made public. 

·         Inclusivity: Deliberations in HTA are best informed when all stakeholders can work together. 
Appropriate perspectives must be included so that the decision-making process has the best 
chance of reflecting the reality of those who will be affected by the decision. 

·         Impartiality: the deliberative process used for each decision, as well as those who participate 
in it, should be perceived as free from undue influences, both internal (such as from the HTA 
agency conducting the process) and external (such as personal interests). 

However, neither the implementation of these principles nor some aspects of the deliberative 
process can be taken apart from the context where they will be carried out, this being the aspect 
we will discuss in the next section. 

 

  



The context in which deliberative processes will be implemented 

Deliberative processes are not an isolated element that can be planned without taking the context 
into consideration. The scope, the objectives, and the type of deliberative processes that can be 
effectively implemented will be greatly influenced by factors that are internal and external to the 
HTA (Kapiriri et al., 2020). Internal factors include aspects such as the agency's financial 
resources, the availability of information, and trained personnel. External factors, such as the 
existing mechanisms for incorporating evidence into the decision-making process, or the degree 
of institutionalization of the HTA, may be even more influential. 

The degree of participation and influence that the different stakeholder groups have (such as 
patients, politicians, technology producers, or suppliers) is another contextual element that must 
be considered. If a country or health system conducts deliberative processes that are not properly 
planned and/or implemented to manage these power balances, there is a risk that the decision-
making process will be negatively affected and delayed (Mohara et al 2012, Pichon-Riviere et al 
2018). 

At the 2017 Latin America Policy Forum, when exploring the concerns and barriers to the 
implementation of stakeholder involvement, one of the most mentioned barriers was the lack of 
qualified personnel and the difficulty in facing the additional costs and times arising from 
modifications in HTA processes aimed at achieving greater participation. In addition, a series of 
concerns were mentioned about the potential negative consequences of a stakeholder 
involvement that was not adequately planned or that did not properly consider the context of the 
health system in each country. Among other potential consequences, reference was made to the 
excessive influences that the different stakeholders (such as industry or patient representatives) 
could exert both on the prioritization of the technologies to be assessed and on the HTA process 
itself, and the generation of delays due to the existence of a demand that exceeds the resources 
required to satisfy it.  This concern was more noticeable in countries with weaker or incipient HTA 
structures and mechanisms, and with a lower degree of institutionality. 

Therefore, it is not possible to define an "ideal" deliberative process for all health agencies or 
systems to implement, nor would it be appropriate to take a deliberative process that has worked 
well in another setting and reproduce it without considering the local context. As noted at the 
Global Policy Forum (Bond et al 2020), low- and middle-income countries, in particular, may face 
significant challenges in adopting some of the principles associated with deliberative processes 
due to corruption in decision-making processes, mismanagement of conflicts of interest, lack of 
capacity to produce and analyze scientific evidence, and little political willingness to use scientific 
evidence in decision-making. 

During the 2020 Global Policy Forum (2020 Background paper, Bond et al., 2020) three problems 
potentially associated with the implementation of deliberative processes were also identified: 

·          Diversity of stakeholders: Patients, HTA agencies, industry, and payers come to the 
discussion table with different perspectives. A cultural change is required to facilitate the 
involvement of different parties. For example, while it is recognized that industry participation in 



deliberations could strengthen diversity and enhance the legitimacy of decisions, many HTA 
agencies around the world do not yet allow industry participation in deliberative processes. 

·          Resource constraints: It is not possible for low- and middle-income countries to "import", 
transfer, or "copy and paste" the results of a deliberation (as might be done with the results of an 
effectiveness evaluation). This implies the need to invest time and resources to carry out their 
own deliberative processes. Moreover, in certain contexts, there may be less maturity to engage 
patients and users, and decision-making processes themselves may not be adequately 
established. 

·          External pressures: aspects that are both internal and external to the agency and the HTA 
process will influence the way in which stakeholders can be engaged. Potential external pressures 
from different stakeholders are one of those factors that can compromise the implementation of 
certain principles of the deliberative process. For example, tensions can arise with the application 
of the principle of transparency, as participants in the deliberative process (such as experts, 
patients, or decision-makers) could be exposed to criticism or pressure if their opinions or votes 
are made public. 

For those reasons it cannot be assumed that the introduction of any deliberative process will 
automatically improve decision-making. A health system in which there is not yet an adequate 
process to assess the evidence and integrate it into the decision-making process, as well as a 
well-defined set of criteria and values based on which to prioritize the allocation of resources, will 
hardly be able to integrate deliberative processes effectively. 

The following section describes how certain countries carry out an HTA and what role deliberative 
processes play therein. These four countries (Australia, Canada, Scotland, and the United 
Kingdom) were selected because the Policy Forum participants are familiarized with their health 
systems, which were presented and discussed in previous editions of the forum, and which have 
well-established HTA processes into which different forms of deliberative processes have been 
incorporated. 
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International Experiences Section 

This section outlines health systems and the role of deliberative processes within the framework 
of an HTA in four countries. 

Australia 

Canada 

Scotland 

United Kingdom 

Australia 

Australia has a general tax-funded universal health system that provides free care to the entire 
population (approximately 26 million people) through its National Medicare healthcare program. 
The private subsector covers approximately the remaining 10% of healthcare spending. 
Responsibility for both health policies and the provision of services is regulated by the Australian 
Department of Health through the Pharmaceutical Benefits Scheme (PBS) which regulates the 
provision of medicines to the population, the Medicare Benefits Scheme (MBS) which regulates 
the provision of other health technologies and the National Immunization Programme (NIP), which 
regulates the provision of vaccines. Australia has two government agencies that develop health 
technology assessments for services provided by the Australian public health system. The 
Pharmaceutical Benefit Advisory Committee (PBAC) conducts health technology assessment of 
drugs that will later be included in the PBS and advises the Department of Health on the 
effectiveness and cost-effectiveness of the technologies to be included in the PBS, MBS, and 
NIP. It is a body of independent experts, though appointed by the Australian government. It is 
made up of physicians, health professionals, health economists, and representatives of patients 
and the general public. It has two subcommittees to assist in the analysis and advise in these 
areas: Drug Utilization Subcommittee; and Economics Subcommittee. 

The PBAC, when issuing its opinion on a technology, mentions that there are situations where it 
may be unable to issue a recommendation regarding a technology based solely on cost 
effectiveness, either because it presents an insufficient degree of clinical effectiveness and / or a 
high price. In those cases, the PBAC has the resource of establishing meetings with the various 
stakeholders, mainly when it comes to technologies for the treatment of serious, disabling, or life-
threatening diseases,  where there are no other realistic treatment options for that condition, the 
cost-effectiveness profile does not allow for their incorporation into the list of benefits. Within the 
group of stakeholders they can convene, they include technology producers, patient groups, 
physicians, and other health professionals, including specialists and general practitioners as long 
as they have a special interest in the technology, as well as members of the Department of Health 
and Aged Care. The purpose of these meetings, as mentioned, is to inform stakeholders about 
the situation, seek their views and, if possible, to define a listing restriction acceptable to the 



parties which will give the best possible cost-effectiveness profile. The PBAC clearly establishes 
that in no way does this type of deliberative process constitute an opportunity for producers of the 
technology under assessment to appeal the decision, but that it does not preclude the 
technologies from being re-submitted for assessment after these meetings. They mention that it 
is common for producers of a technology that is being excluded from the listing to try to find an 
error of law in the decision and choose to litigate against it. Therefore, it is a necessary condition 
for this type of dialogue process that there is no judicial decision pending at the time. 

What happens in these meetings and their outcome is considered confidential, and attendees 
must sign an agreement to that effect. 

The guidelines for conducting these stakeholder meetings are clearly established by guidelines 
(available on the PBAC website https://www.pbs.gov.au/info/industry/listing/elements/initiation-
of-stakeholder-meetings), which state as follows: 

1. Stakeholder meetings may be initiated by the PBAC or the sponsor on occasions when the 
PBAC Chair, in consultation with other PBAC members as appropriate, understands that each of 
the following has been met: 

• the drug is indicated for a serious, disabling, or life-threatening condition for which there is no 
other realistic management option. This could include drugs which are indicated where other 
management options have failed for such conditions (last resort); and 

• the PBAC is unable to recommend a listing because the cost-effectiveness is such that it makes 
approval through the usual process unlikely; and 

• all reasonable normal options, which may include a re-submission of a request to be included in 
the listing, have been exhausted; and 

• the PBAC considers that there are grounds to o define a listing restriction which would be 
accepted by the stakeholders and would give the best possible  cost effectiveness under the “rule 
of rescue”; and 

• the PBAC and the producer agree there is a reasonable likelihood that progress will be able to 
be made which will assist the PBAC in reaching a recommendation. 

The request for a stakeholder meeting can then emanate from either the PBAC or the technology 
producer. The process would differ as follows, depending on who requests it: 

-When it is the PBAC who makes the request: The PBAC secretariat will notify the producer 
and  any key stakeholders at least 10 working days in advance that a stakeholder meeting will be 
convened. The PBAC secretariat will state specifically in writing the terms to be considered by 
the stakeholder meeting. The PBAC will not use the stakeholder meetings for any other purpose 
than to resolve matters raised by the PBAC in its review of the application that has prevented a 
positive recommendation of the product from occurring. The PBAC will not convene a stakeholder 

https://www.pbs.gov.au/info/industry/listing/elements/initiation-of-stakeholder-meetings
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meeting unless it has a reasonable belief that it will resolve the issues that prevented a positive 
recommendation to list the product. 

-When requested by the producer: The producer will send a request to convene a stakeholder 
meeting to the PBAC Chair and the PBAC secretariat outlining the reasons for such a request, 
which must demonstrate that the criteria for convening a stakeholder meeting have been met. In 
that case, the PBAC secretariat will seek to notify the sponsor within 10 working days as to 
whether the request has been accepted or declined. If the request is declined the PBAC must be 
able to demonstrate that the criteria for a stakeholder meeting have not been met. If the request 
is accepted, though, the PBAC secretariat will notify the Sponsor and any key stakeholders at 
least 10 working days in advance that a stakeholder meeting will be convened. 

Another characteristic of these meetings is their exceptional nature. Therefore, they will be held 
in uncommon circumstances and are expected not to exceed about four per year. Participants 
will be subject to confidentiality provisions as established by the National Health Act; they will 
have access to the main elements of the PBS presentation and will be informed in detail of the 
outcome of any additional PBAC consideration resulting from the stakeholder meeting. Each party 
will sign a confidentiality agreement and declare any potential conflict of interest before 
participating in the meeting. Legal representatives are not accepted at these meetings. 

The meeting is usually composed of the Chair or delegate of the PBAC, who will chair the meeting, 
together with one or more members of the PBAC, representatives of the company, 
representatives of patient groups (where appropriate); physicians (appointed by the relevant 
professional agency).   

The outcome of this process will be entirely considered for the next meeting of the PBAC to 
address the issue, though it will not be binding. The PBAC anticipates that the conclusion of the 
meeting will help the producer prepare a new submission to the PBAC within the usual time limit. 

After the meeting is accepted, an agenda, the attendees, and a date will be jointly established by 
the parties, and once an agreement is reached, this information will be made available prior to 
the meeting. The agenda will contain the complete grounds for the PBAC not having 
recommended the inclusion of the product under discussion in the PBS, and it is on these points 
that the exchange of opinions between the parties will take place. A draft minutes will be prepared 
and circulated to all attendees. The parties will have 5 working days to respond. The final minutes 
will be distributed to all attendees and the full PBAC Committee within a further 5 days after the 
response deadline. The final minutes will note any areas where one or more of the parties are not 
able to agree on the detail of what transpired or was agreed at the meeting. 
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Canada 

Canada has a health system that is publicly funded through federal, provincial, and territorial 
general taxes. Roles and responsibilities are divided among these different levels of government. 
Each province is responsible for managing and providing health care, which must meet national 
standards. 

The five principles in the Canada Health Act are: 

(1) The administration must be public; 2) Plans must provide all the necessary medical and dental 
services of the hospital sector; 3) They are universal; (4) They must be accessible; and 5) 
portable: they must cover citizens outside the province or the country. There is an extensive 
network of primary and secondary/hospital care. The national regulatory agency is Health 
Canada. 

There is a main HTA agency (independent, non-profit) CADTH; and some provinces also have 
their own agencies (Health Quality Ontario; INESS in Quebec, etc.) In the following summary we 
will mainly refer to CADTH, describe its HTA process in the different stages, and the role of 
deliberative processes. 
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1) Prioritization 

All new drugs and indications approved by the regulatory agency are assessed, therefore there 
is no prioritization process. The industry submits dossiers, which are evaluated on a first-come, 
first-served basis. There is a period of six months from the acceptance of the submission until the 
recommendation is published. Companies can send the dossier to be evaluated by an HTA, 
simultaneously with the submission to the regulatory area. In these cases, if the drug is not 
approved, the HTA is not published. In the case of medical devices, diagnostics, procedures, 
programs, and other interventions, a selection and prioritization process must be performed, since 
not all existing or new ones are assessed. Some provincial agencies work on that, in addition to 
the "pan-Canadian HTA Collaborative", which supports the centralized identification and 
prioritization of topics for the entire country. 

To request a technology assessment, the petition is filed by producers with different areas of the 
CADTH; in case it is for drugs, with the "Common Drug Review (CDR)" or the pan-Canadian 
Oncology Drug Review Process (pCODR). There is a common procedure for submission so that 
not only producers, but other stakeholders as well, such as groups of cancer patients asking the 
pCODR to consider a technology of interest, can request that a drug be reviewed. The CADTH 
itself can initiate an HTA on a topic that it considers relevant for all of Canada, although the 
reasons for this petition may not be explicit. CDR's internal and external experts, for instance, 
review the petitions, interact with the industry; and then this review is sent to the Canadian Drug 
Expert Committee (CDEC) which meets monthly and issues the recommendations. Any worker 
in the public health system (clinician or decision-maker) can ask for a Rapid Assessment on a 
particular topic. 

2) Assessment 

There are various types of processes, from complete HTA documents to quick reviews, and 
several intermediate procedures. They are performed by CADTH internally or with "trusted 
contractors" (individuals, academic groups, and small companies). In the case of Quebec there 
are two agencies, INESS and Conseil du Médicament. The criteria used are basically Clinical 
Effectiveness and Cost-effectiveness. Budget Impact is also evaluated. Depending on the type of 
drug to be assessed, different stakeholders are convened and coordinated by CADTH. In CDR, 
a clinical-economic expert group, or in pCODR. a clinical panel (Clinical Guidance Panel), 
performs the clinical review and hears the opinions of other stakeholders while another panel 
performs the economic review (Economic Guidance Panel) and considers the opinions of several 
stakeholders, including those of the Clinical Guidance Panel. There is also a process of consulting 
the person who sends the dossier, the manufacturer (if not the same), the group of pre-registered 
patients; and the "Provincial Advisory Group". Decision makers are also involved during this 
process in various ways: on the board there are several "senior government officials", "Advisory 
Committees" with representatives of provincial and territorial governments, which help prioritize 
topics, inter alia. There is a CADTH "Liaison Officer" in all provinces and territories, such that 
decision makers can be readily contacted. All decision makers can observe the deliberations of 
the expert panels issuing the recommendations. Decision makers can also formally file a "Request 



for Advice" to request clarification about any recommendations issued by the expert committees. 
They also participate in recommendation committees (such as CEDEC or pERC). 

Finally, these experts review all the information presented and reach a conclusion by using a 
deliberative framework. They subsequently issue an initial recommendation. 

3) Recommendation and decision-making 

There are three expert committees who issue and justify recommendations. All recommendations 
are public and subject to a public consultation process. 

These committees are: 

-  Oncology Drugs: Pan-Canadian Oncology Drug Review Expert Review Committee (pERC) 

-  All other drugs: Canadian Drug Expert Committee (CDEC) 

- Medical devices, diagnostics, procedures, programs, and other interventions: Health 
Technology Expert Review Panel (HTERP) 

The existence of specific assessments and recommendations according to the type of technology 
assessed is peculiar to Canada. In general, even though there may be differences among the 
committees, the main aspects taken into account when deliberating and then issuing a 
recommendation are: patient outcomes, safety evidence, efficacy, effectiveness; therapeutic 
advantages and disadvantages; cost and cost-effectiveness in relation to the currently accepted 
treatment, that the technology is aligned with the patients’ concept of value, that its 
implementation within the health system is feasible, among others. These committees provide 
recommendations to the provinces that will then, in a decentralized manner, make a decision 
regarding the coverage of the technology. There is no formal appeal process. Stakeholders have 
different dialogue instances until the issuance of the final recommendation. There is even an 
"embargoed recommendation " that is confidentially sent to the stakeholders 10 working days 
before the CDEC meeting where the final recommendation is to be issued, so that they can 
express their opinion. 

4) Implementation 

Committee recommendations are published in a listing ("formulary listing recommendations") for 
all types of drug plans to be covered. The coverage decision is implemented by each territory 
through the publication of the current drug listing. 

DELIBERATIVE PROCESSES 

The 2020 HTAi Global Policy Forum material summarizes aspects pertaining to deliberative 
processes (the context, the sources used, the work method, the stakeholders and their 
participation, the mechanism for reaching a recommendation, and the results-outputs). CADTH 
uses a qualitative approach and tries to conduct its deliberations explicitly, systematically, and 



consistently by using standard decision-making frameworks and processes in its committees. 
Decision-making criteria or "decision modifiers" provide guidance on specific criteria that the 
committee may consider, such as on CADTH's definition of what constitutes a "significant unmet 
need." Committees consisting of 14 members who are in charge of advising and recommending 
("advisory") but not making the final decision. This link summarizes, and contains a video of the 
way the three committees (oncological drugs, non-oncological drugs and the one on devices and 
other interventions) deliberate , https://cadth.ca/events/how-cadth-expert-committees-deliberate.  
Clinical evidence is provided by the agency, the economic evidence by the producer of the 
technology, and patients can participate by filling a form. There is then deliberation in a closed 
location without the participation of any stakeholders outside the committee, and the 
recommendation is made "by simple majority". There are no formal instances for stakeholders to 
provide feedback on preliminary recommendations, and feedback is provided to them in writing. 
No public records of the deliberation are kept. 

  

Institutionalization 

HTA reports are one of the fundamental pieces used by committees (CDEC and pERC, for 
example) to issue their recommendations. The final recommendation is recognized as an 
extremely valuable element for the final decision-making, although it is not binding. Furthermore, 
HTA reports often serve to negotiate the prices with the manufacturer at the federal, provincial, 
and territorial levels (confidential negotiations). The HTA is highly institutionalized in this decision-
making process. In its bylaws, the CADTH regulates the characteristics of the assessment 
process. 

Bibliography  

1.    Bond, K. 2020 HTAi Global Policy Forum Deliberative Processes in Health Technology 
Assessment: Prospects, Problems, and Policy Proposals. January 2020 

2.    Bond, K., Stiffell, R., & Ollendorf, D. (2020). Principles for deliberative processes in health 
technology assessment. International Journal of Technology Assessment in Health Care, 36(4), 445-452. 
doi:10.1017/S0266462320000550 

3. Webinar. Deliberative processes in CADTH https://youtu.be/utaBmfIgHUM 

4.       Canadian Agency for Drugs and Technologies in Health (CADTH). Recommendation framework for 
CADTH Common Drug Review and pan-Canadian Oncology Drug Review Programs: Guidance for 
CADTH’s Drug Expert Committees. Ottawa, ON: CADTH, 2016. 

5.       Canadian Drug Expert Committee (CDEC) Terms of Reference. Ottawa, ON: Canadian Agency for 
Drugs and Technologies in Health (CADTH). 

6.       Devidas Menon, et al. Health Technology Assessment in Canada: 20 Years Strong? Value in 
Health. Volume 12 • Supplement 2 • 2009. S14-S19. 

https://cadth.ca/events/how-cadth-expert-committees-deliberate
https://youtu.be/utaBmfIgHUM


7.    Julie Polisena. Health Technology Assessment of Medical Devices: The Canadian Experience. 
EMBEC & NBC 2017, IFMBE Proceedings 65, DOI: 10.1007/978-981-10-5122-7_236. 

8.    Renaldo N. Battista et al. Health technology assessment in Canada. International Journal of 
Technology Assessment in Health Care, 25:Supplement 1 (2009), 53–60.  
doi:10.1017/S0266462309090424. 

9.    Janet Martin et al. Local health technology assessment in canada: current state and next steps. 
International Journal of Technology Assessment in Health Care, 32:3 (2016), 175–180. 

10. PCODR Expert Review Committee Deliberative Framework.; 2011. www.pcodr. ca. Accessed 
January 22, 2019. 

11. Procedure and Submission Guidelines for the CADTH Common Drug Review.; 2018. 
https://cadth.ca/sites/default/files/cdr/process/Procedure_and_Guidelines_for_CADTH_CDR.pdf. 
Accessed January 22, 2019. 

12. CADTH Common Drug Review (CDR) | CADTH.ca. https://www.cadth.ca/about-cadth/what-we-
do/products-services/cdr. Accessed January 22, 2019. 

13. CADTH pan-Canadian Oncology Drug Review Process. 
https://cadth.ca/sites/default/files/pcodr/pCODR%27s Drug Review 
Process/pcodr_review_process_map.pdf. Accessed January 22, 2019. 

14. PCODR Procedures.; 2018. www.cadth.ca/pcodr. Accessed January 22, 2019. 

15. CADTH pan-Canadian Oncology Drug Review. Process in Brief | CADTH.ca. 
https://cadth.ca/pcodr/process-in-brief. Accessed January 22, 2019. 

16. Programs and Services | CADTH.ca. Drug reimbursement recommendations. 
https://www.cadth.ca/about-cadth/what-we-do/products-services. Accessed January 22, 2019. 

17. Implementation Support and Liaison Officers | CADTH.ca. https://www.cadth.ca/contact-
us/liaison-officers. Accessed January 22, 2019. 

18. CADTH FAQs | CADTH.ca What does CADTH do? https://www.cadth.ca/about-cadth/who-we-
are/faqs. Accessed January 22, 2019. 

19. CADTH 2018-2019. Annual Business Plan. 
https://www.cadth.ca/sites/default/files/corporate/planning_documents/2018 2019 Business Plan 
FINAL.pdf. Accessed January 22, 2019. 

20. Transforming How We Manage Health Technologies in Support of Better Health, Better Patient 
Experience, and Better Value. 
https://www.cadth.ca/sites/default/files/corporate/planning_documents/CADTH_2018-
2021_Strategic_Plan.pdf. Accessed January 22, 2019. 

21. Pharmaceutical HTA and Reimbursement Processes - Canada. 
https://tools.ispor.org/htaroadmaps/CanadaPharm.asp. Accessed January 22, 2019. 



Government of Canada . Canada’s Health Care System - Canada.ca. https://www.canada.ca/en/health-
canada/services/health-care-system/reports-1.     publications/health-care-system/canada.html. 
Accessed January 22, 2019. 

 

Scotland 
 
Scotland has a population of about 5 million people. Life expectancy is slightly lower than in the 
UK or the rest of Europe. The three main causes of death are: cardiovascular disorders, cancer, 
or chronic respiratory diseases. 
Scotland has a universal tax-funded health system, free of charge for the entire population. The 
private subsector is extremely small. Responsibility for both health policies and service provision 
lies with the Scottish Cabinet Secretary for Health and Social Care office. These functions are 
delegated on 14 territorial jurisdictions. Beyond the independence in the provision of services by 
these jurisdictions, some services are provided at the national level such as ambulance transport, 
generation of information, education and training, and quality improving initiatives. 
Approximately 85% of health expenditure is public, with the remaining 15% being private, usually 
used in dental or ophthalmological care. Approximately 90% of health services are provided by 
general practitioners who work as part of multidisciplinary teams made up of nurses, obstetricians, 
social workers, and administrators. 
Scotland has two government bodies that develop health technology assessments. The Scottish 
Health Technologies Group (SHTG), which assesses non-drug technologies, and the Scottish 
Medicines Consortium (SMC), which assesses drugs. 
Both bodies provide advice to Scottish national health system jurisdictions on the effectiveness 
and cost-effectiveness of new technologies. Using a drug in Scotland is not possible if it was not 
previously assessed by the SMC. 
Technologies recommended for use by the SHTG or SMC must be provided by the health system 
jurisdictions. If a technology has received a no-use recommendation, jurisdictions may seek 
approval by means of an Individual Patient Treatment Request (IPTR). 
 
Decision-making process within the SMC 
 
The role of the SMC is to provide recommendations on the incorporation of new drugs into the 
National Health System in Scotland (NHS Scotland). 
The SMC is a committee made up of attending physicians, pharmacists, NHS Scotland 
representatives, representatives of the pharmaceutical industry, and the general public. It 
currently consists of 27 members, though it can possibly include up to 40. 
 
The SMC meets once a month; meetings are public, and attendance is possible by prior 
registration. 
 
The incorporation process begins with the assessment request that is usually made by the 
pharmaceutical industry, although sometimes it can also be initiated by groups of patients. 



Initially, applications are evaluated by the NDC (New Drugs Committee). This support committee 
makes a preliminary recommendation to the SMC. It also meets once a month. It is composed of 
attending physicians, pharmacists, and representatives of the pharmaceutical industry. 
The NDC evaluates the clinical and economic evidence submitted by the producers of the 
technology, collects information from relevant clinical experts from different parts of Scotland, and 
sometimes (usually at the request of the industry) it incorporates information from patient and 
physician representatives. 
 
After this technical evaluation, feedback is provided to the applicant company so that it can 
reevaluate those points that may require further development prior to being assessed by the SMC. 
 
All members of the various committees are required to file a declaration of conflict of interest every 
year. 
 
In the subsequent assessment by the SMC, more extensive information than the one evaluated 
by the NDC is considered (clinical and economic evidence); even modifiers are contemplated for 
the incorporation of drugs intended for the final stage of life, orphan diseases, or rare or ultra-rare 
diseases. 
 
The final decision by the SMC is made by non-public voting. All committee members have one 
vote. No explicit decision criteria are specified. Decisions, as well as supporting information, are 
available on the SMC website. 
 
The SMC may make one of the following three decisions: Incorporation is accepted, accepted 
with restrictions, or not accepted. 
 
Some common reasons for non-incorporation are: the new drug is no better than the less 
expensive products currently incorporated; the estimated additional benefits are not deemed to 
be valuable enough in relation to their costs; or there is too much uncertainty, either in the clinical 
or economic evidence, for their incorporation. 
 
The whole process, from the assessment request to the recommendation takes approximately 18 
weeks. 
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United Kingdom 

Public health in England is managed by the National Health Service (NHS). The NHS provides 
universal and mostly free coverage at all levels of health care from primary to hospital care, though 
the system is strongly based on primary care. It is mainly financed through central government 
taxes and national insurance contributions. The upper levels in the reporting system are 
responsible for coordination and policy formulation and the lower levels for health care 
management. The NHS has a legal obligation to fund and provide resources for medicines and 
treatments recommended by NICE (National Institute for Health and Care Excellence) technology 
assessments within three months after a recommendation is issued. 

NICE is an independent non-departmental public agency responsible for providing guidance for 
health promotion, and the prevention and treatment of disease in England’s National Health 
System. Officially it only issues recommendations for England. However, it provides certain 
products and services to Wales, Scotland, and Northern Ireland. Decisions on how it is 
implemented in these countries are made by decentralized agencies, which are often involved 
and consulted. 

NICE's role is to improve outcomes for people using the NHS and other public health and social 
assistance services, so the health technology assessment process is only part of its role. It is also 
responsible for: producing evidence-based guidance and advice for health, public health, and 
social assistance professionals; developing quality standards and performance metrics for those 
who provide and commission health, public health, and social assistance services; and providing 
a range of information services for commissioners, professionals, and managers across the 
spectrum of health care and social assistance. 

The identification of new and emerging health technologies that might be suitable for evaluation 
is carried out by the National Institute for Health Research (NIHR) Innovation Observatory at 
Newcastle University (independent research team). This center notifies NICE about new 
medicines under development. Data sources include trial records, scientific literature, regulatory 
agencies (including the Food and Drug Administration (FDA), European Medicines Agency 
(EMA), Medicines and Healthcare products Regulatory Agency (MHRA)), clinical experts, patients 
or patient organizations, the media and tertiary sources, as well as consultation with producing 
companies. Public and patient consultation is a critical element in the work of the observatory, 
which hosts the national public patient forum known as VOICE (Valuing Our Intellectual Capacity 
and Experience). Healthcare professionals and researchers can also suggest potential 
technologies for NICE to assess. If it is the production company that wishes to propose a new 
medicine (which has not yet received a marketing authorization) it can do so through the 
UKPharmaScan platform up to three years prior to its launching in the United Kingdom or prior to 
the onset of phase III clinical development. In turn, the government or the NHS may request 
review of a certain technology or disease in which it has a special interest. 

Health technologies that may enter the NICE Technology Assessment Program are medicinal 
products, medical devices, diagnostic techniques, surgical procedures, or other therapeutic 
techniques, and care and screening systems. NICE manages this process on behalf of the 



Department of Health and Social Care and can only start assessing a technology when it has 
been formally referred to them by the Secretary of State for Health. 

For the prioritization of issues there is an explicit process through a National Health Technology 
Assessment program, which is supported by expert advisory panels composed of technical 
members and clinical experts. The topics to be evaluated must be relevant to patients, their 
caregivers, health practitioners, suppliers, and public health, and help make better use of health 
system resources.  Topic selection follows a standardized process, which is performed as quickly 
as possible, ensuring that topic nomination is inclusive, open, transparent, and consistently 
applied. The prioritization criteria for selecting which technologies will be assessed (abstracting 
evidence for medicines) include the following aspects: clinical impact, clinical practice variation, 
information needs, and impact on resources. 

A list of possible topics is given to the assessment team to generate the drafts of the scope 
(approach) of the assessment to be developed for a particular technology. For that purpose, 
criteria such as the expected value of the intervention in terms of reduction of uncertainty, 
temporal proximity to obtain results, potential cost-effectiveness, importance of early assessment, 
political considerations, prevalence of the disease, and social or ethical concerns are used. These 
drafts define the issues to be submitted to the health department to formally request the 
assessment of the technology. 

Health technology assessments are developed by academic centers or specialists. Reports 
adopt one of three forms: Single Technology Appraisal, Fast Track Appraisal, or Multiple 
Technology Appraisal that typically covers more than one technology, or one technology for more 
than one indication. 

The following analysis dimensions are included: burden of disease, end of life and unmet needs;  
therapeutic and safety impact; level of innovation; cost-effectiveness and budget impact analysis; 
alignment with NHS health priorities; ethical considerations; clinical and political significance; 
presence of inappropriate variation in practice; potential factors affecting the timeliness of the 
guide to be produced; impact on public health and quality of life, reduction of health inequalities, 
or delivery of quality programs or interventions. The decisions taken reflect England's social 
values. 

Recommendations of NICE's technology assessments are developed by an independent 
advisory committee referred to as Technology Assessment Committee (TAC). Its members, who 
are elected among NHS members, representatives of patient and care organizations, academics, 
and representatives of the pharmaceutical and medical device industry, are appointed for a three-
year term. Meetings are public, and the technical presentation, but not the process of deliberation 
and recommendation, may be witnessed; dates are published on the NICE website. 

For the process of issuing a recommendation, different stakeholders (consultee organizations and 
commentator organizations) are convened, who in turn can assume different roles. 



Consultee organizations include: national groups representing patients and caregivers; bodies 
representing health professionals; producers of the technology; the Department of Health; the 
Welsh Government Assembly; specialized commissioning groups, and primary care trusts, as 
well as local health boards. These consultees can present evidence during the assessment, 
comment on the assessment documents, and appeal the final recommendations of the 
Assessment Committee. In addition, advisory organizations (except for manufacturers) are 
requested to nominate patient experts or clinical specialists. 

Commentator organizations include: manufacturers of technologies that are comparable to the 
one being assessed; NHS Quality Improvement Scotland; the National Collaborating Center that 
is developing the clinical guidelines for the relevant pathology; research groups working in that 
area; as well as other groups, including the NHS Confederation, the NHS Procurement and 
Supply Agency, the British National Formulary, the Scottish Medicines Consortium, the Medicines 
and Healthcare Products Regulatory Agency, the Northern Ireland Department of Health, Social 
Services and Public Safety, and Professional or Patient Organizations covering Wales alone. 

These organizations are invited by NICE to participate in the assesement process and comment 
on the various documents produced during the process. Commentators cannot appeal the final 
appraisal determination. 

The recommendation is made by the TAC at the final meeting. The deliberative process includes 
face-to-face meetings, usually on two occasions, in which the technical team presents all the 
evaluated domains as well as patients’ considerations. A protracted discussion is held about the 
recommendation to be issued so that a consensus can be achieved. The committee must 
consider the cost-benefit balance, the degree of necessity, and the desirability of promoting the 
innovation, and comply with the Social Value Judgments document as well. There are explicit 
decision rules and thresholds regarding cost-effectiveness. In case of discrepancy, it is resolved 
by simple vote. The final decision on the recommendation is made by the chair of the committee. 
The decision-making process is strongly related to the assessment process, since there is an 
early interaction between the assessment team and the recommendation committee, who have 
an initial meeting to examine the technology, and afterwards a meeting where results are 
presented and where additional considerations arise about the HTA document. 

These assessments are used as a tool to inform coverage recommendations related to the 
reimbursement status of the relevant technologies, and to set the price at which the technology 
should be marketed, although the final price is usually the result of a subsequent negotiation 
process. 

Each technology appraisal may contain more than one recommendation, which fall into five 
categories: recommended; optimized; only in research; not recommended; and recommended for 
use in the Cancer Drugs Fund. In addition to these types of technology appraisal 
recommendations, an appraisal committee may make a preliminary recommendation to seek 
clarification from the manufacturer or sponsor on the key evidence presented for a technology. 
This will result in a recommendation stating that "the committee intends not to recommend [the 
technology].." and expresses the requested information/clarification. 



The decision is implemented through clinical prescription guidelines and drug forms. The NHS 
is legally obliged to implement the guidelines and coverage recommendations, within 3 months 
after a recommendation is issued. NICE has developed a program to support and monitor the 
implementation of technology guidelines and assessments. 
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