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1. INTRODUCTION

Health technology assessment is a multidisciplinary decision-making process that uses
information about the medical (clinical), social, economic, organizational and ethical issues
related to the use of a health technology (medicines, vaccines, biologicals, medical devices,
clinical interventions, etc.) in a systematic, transparent, unbiased, and robust manner. It aims
to support the formulation of safe and effective health policies that are patient focused and
seek to achieve best value of money and improved patients’ health outcomes. As one of the
new approaches in which cost—effective and cost—benefit evaluations are included to make
purchase decisions in a given budget for health technologies, it has become an important tool
for informed decision-making by ministries of health. Health technology assessment
contributes to reducing waste and inefficiencies resulting from inappropriate investments in
health technology; it also contributes to the provision of quality health service delivery. This
tool is not only for developed countries but also for developing countries working towards
universal health coverage.

In 2013, the World Health Organization (WHOQO) Regional Office for the Eastern
Mediterranean conducted the first intercountry meeting on health technology assessment in
Hammamet, Tunisia. This raised awareness among Member States on the usefulness of the
tool in providing evidence for rational, informed decisions on investment in health
technologies.

In this regard, the WHO Regional Office organized a second intercountry meeting on
implementing health technology assessment programmes within existing national health
systems. The meeting provided guidelines for Member States to initiate the development of
national action plans that aim at instituting these programmes within existing health systems
structures. The meeting took place in Cairo, Egypt during 1-4 December 2014.

The main objectives were to:

o provide Member States with insights for overcoming the barriers associated with the
initial development of a national health technology assessment programme;

e  enhance national technical capacities on analytical methods (research and development,
investigation, gathering scientific data, etc.) to provide policy-makers with evidence on
health technologies and their appropriateness, cost—effectiveness, and returns;

. inform Member States on the results of the mapping exercise aimed at identifying
national resources (political buy-in, experts and stakeholders, human and financial
capabilities, etc.) in each Member State;

. introduce the regional health technology assessment network (a direct recommendation
of the first intercountry meeting on health technology assessment held in Tunisia in
2013) and its roles and functions.

In addition, WHO will assist Member States in developing national programmes by
providing technical advice on appropriate structures, staffing, funding and products.

The outcome of the meeting provided a framework for developing national health
technology assessment programmes within existing national health systems. Country
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experiences from Canada, France, Islamic Republic of Iran, Republic of Korea, Malaysia,
Spain, Sweden, Thailand and the United Kingdom helped in demonstrating the various
implementation modalities and options that can be employed by different countries. The
meeting focused on several areas including main concepts, products and applications;
successful country experiences, including challenges and dimensions in building national
assessment programmes; guiding principles for establishing successful country-specific
programmes in terms of scope, methodology, process and impact; national action plans that
aim at instituting health technology assessment programmes within existing health systems
structures; and a roadmap for implementing programmes in terms of actions required by
Member States and technical support needed from WHO (see Annex 1 for full programme).

Participants in the meeting were two officials from the ministry of health of each
country, one of whom was responsible for health technology and one policy-maker
responsible for taking medical, strategic and financial decisions on investment in new and
emerging health technologies. The meeting was also attended by staff from relevant
programmes in WHO Headquarters, experts from health technology assessment agencies and
networks in Asia, Europe and North America, and other stakeholders. The full list of
participants is given in Annex 2.

The meeting was opened by Dr Jaouad Mahjour, Director of Programme Management
for the Eastern Mediterranean Region, who delivered a message from Dr Ala Alwan, WHO
Regional Director for the Eastern Mediterranean. Dr Alwan pointed out that policy-makers
were constantly faced with making decisions related to choice of appropriate technologies in
health. These decisions should not be guided by intuition or by commercial interests but
rather by a rational, evidence-based approach. Therefore networking and sharing experiences
and knowledge with stakeholders at various levels of advancement in the use of health
technology assessment were important for capacity-building efforts in the Region. Most
countries in the Region lacked a well-developed health technology assessment structure or
function within their existing national health systems. It was therefore the aim of WHO in the
Region to see that such capacity was developed in all countries, whatever their level of
income or development.

Three important actions had been undertaken since the first intercountry meeting on
health technology assessment in November 2013. The first was adoption by the World Health
Assembly of resolution WHAG67.23 on clinical interventions and health technology
assessment. In the resolution, Member States were urged to consider establishing national
health technology assessment systems, thereby encouraging its systematic utilization. The
second important action was performing a mapping survey on regional health technology
assessment resources. This had aimed at mapping existing regional and national resources,
including entities with no formal structure for assessment but with possible resources that
could be used to establish such a structure in the near future. The final important action was
establishment of a regional health technology assessment network aimed at discussing
challenges, sharing reports, responding to queries and providing solutions to specific
challenges associated with setting up programmes in countries.
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It was expected that the meeting would provide a clear roadmap for introducing
national programmes and implementing them into existing health systems, and that the
possibilities and limitations of what can be achieved in the Region and how this can be
realized would be evident. The importance of health technology assessment was reaffirmed,
not only in providing evidence for informed decision-making on investments made in health
technologies but also for Member States to achieve universal health coverage, the leitmotif
for the coming decade.

Dr Marthe Everard, Coordinator, Essential Medicines and Technologies, explained the
current situation of countries in the Region in terms of income and emergency status as well
as the chronology of activities and events that led to the current meeting. Recommendations
made during the first meeting in Tunisia encompassed the establishment of a regional health
technology assessment network, Member States’ political buy-in, and the mapping of existing
regional resources. Most of the recommendations were implemented, and this second meeting
is dedicated to presenting approaches, advance knowledge and effective uptake of health
technology in local settings.

The main objectives of the meeting and expected outcomes were to:

. provide Member States with insights to overcome barriers associated with initial
development of a national health technology assessment programme;

e enhance national technical capacities on analytical methods (research and development,
investigation, gathering scientific data, etc.);

. inform Member States on the results of the health technology assessment mapping
exercise aimed at identifying national resources in each Member State; and

. introduce the regional health technology assessment network and its roles and function.

2. BACKGROUND

Dr Adham Ismail, Regional Adviser, Health and Biomedical Devices, presented the
findings of a recent survey on mapping health technology assessment resources in the
Region. Rationalizing health technology expenditures is of great importance, especially given
that these account for 20%-50% of the recurrent annual budget of any low- or middle-income
country. More than half of the expenditures on health technologies are wasted due to
mismanagement. Therefore, there is a dire need to manage these resources in the most
effective and efficient way to maximize the cost—benefit ratio. The survey in 2013 sought to
obtain basic information on the familiarity of Member States with health technology
assessment, whether there were any units performing assessments and evaluating health
technology within the ministries of health, and the presence of national reports on new health
technology. Only 9 out of 22 Member States contributed to this survey and although most of
the countries were familiar with the tool, none of them had units dedicated to that purpose
and therefore ministry of health publications on health technology are very limited.

In 2014, a second survey (based on the recommendations of the first intercountry
meeting in Tunisia in November 2013) was conducted with the aim of mapping regional
resources. This targeted academic institutions; national organizations, institutions or entities;
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ministry of health focal points for health technology; health technology assessment entities;
etc. In all, 51 responses were received from 15 Member States: 43% from academia, 36%
from regulatory authorities, 25% from health technology assessment champions and
stakeholders, 23% from health care providers, 2% from manufacturers, and 2% from
reimbursement agencies. Almost 80% of respondents operated at the national level. Almost
52% of respondents performed health technology assessment or similar activities on new and
emerging technologies. Most of these activities were related to clinical effectiveness and
economic evaluations (67% and 62% respectively) and on medical devices and medicines
(79% and 68% respectively).

The reports were mainly related to health care costs and selection of appropriate
technologies (60% and 50% respectively). The main target audiences for these reports were
government, other national authorities and health care providers (54%, 46% and 38%
respectively). Most of the respondents who did not perform any type of assessment-related
activities did not know if there were plans to start such activities in the near future (55%).
Introducing health technology assessment into the decision-making process, access to reliable
information, financial resources and political buy-in (75%, 70%, 65% and 60% respectively)
were cited as major obstacles to initiating such an activity in the local settings. It was clear
that health technology assessment would be introduced in the Eastern Mediterranean Region
only by:

e  accepting it as a new and integrated evaluation tool for informing decision-making (a
permanent tool, not a project or a one-off);

. having strong political and financial commitment from governments;

o establishing national units and working towards the independence of their management
procedures, including conflicts of interest;

e  considering health technology assessment as part of a transparency and accountability
framework;

o developing a clear communication policy on the scope of information that can be
publicly disclosed and the ability to respond to important technical questions;

o engaging relevant stakeholders (universities, research centres, well-established national
regulatory authorities, etc.);

e  enhancing staff knowledge, skills and experience;

e collaborating with other entities and organizations (national, regional and international
agencies/units/networks).

Resolution WHAG7.23 on health intervention and technology assessment in support of
universal health coverage was highlighted to present the global perspective and to explain
what Member States and the Secretariat had committed to in the last World Health Assembly.
The resolution recognized the importance of health technology assessment in achieving
universal health coverage and called upon Member States to establish systems within their
national local settings and to link to the regulation and management of health technology. The
resolution also called on WHO to include health technology assessment in their work and
support Member States in achieving these recommendations. Thus, the next steps should be
to: undertake a global mapping survey of current capacity and perceived needs for health
technology assessment in Member States; focus on important issues such as advocacy and
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promotion of priority-setting best practices, sharing of experiences, and capacity-building of
nationals; promote collaboration among agencies and nongovernmental organizations; and
increase awareness and understanding of what health technology assessment is and what it is
not.

To demonstrate the importance of health technology assessment to current global
initiatives (such as universal health coverage), Dr Majid Davari, from the Islamic Republic of
Iran and Dr Yot Teerawattananon, from Thailand, demonstrated the experiences of these
countries in using this tool in developing the universal health coverage benefit package. They
stressed that scarcity of resources and priority-setting were inevitable, and that there is no
way to extend all possible services to everyone without prioritization. In this context health
technology assessment can be used to support priority-setting in universal health coverage
and make it sustainable.

Currently, health technology assessment is used in the Islamic Republic of Iran for a
number of projects including reducing out-of-pocket payments in public hospitals by 10% for
inpatient services; improving access to specialists and quality of outpatient specialist visits in
public clinics; and providing financial protection for high-cost services and specific diseases
(e.g. haemophilia and renal disease). In all of these projects assessment can enhance the
development of clinical guidelines, improve the management of new health technologies,
help Member States use their resources more efficiently, and improve the efficiency of the
health care delivery system. This will lead to improving the capacity of Member States to
achieve universal health coverage.

3. PREREQUISITES FOR ASUCCESSFUL HEALTH TECHNOLOGY
ASSESSMENT PROGRAMME

3.1 Ingredients of a successful health technology assessment programme
Dr Ifaki Gutiérrez-lbarluzea, Health Technology Assessment International, Spain

The key elements that should be present for the success of any health technology
assessment programme in any national health system are: health system knowledge, health
needs assessment, customer identification, and stakeholders’ knowledge and involvement. All
of these factors, along with employing skilled professionals, when put together produce
timely, high quality information that is it tailored to the requirements of each client. This is
exactly the aim of health technology assessment: to put timely and accurate information (in
the form of primary or basic evidence, secondary or digested evidence, information produced
by other assessment units, and context-specific evidence) in front of decision-makers. In fact,
these elements are not only related to the success of any assessment process but also to the
success of any knowledge-generation and dissemination process. Member States are therefore
advised to:

) know their health system and its needs

. identify solutions to these needs

) identify the main stakeholders and their importance
. identify target audience or customers
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e  study customers’ characteristics and how their needs can be met
e  establish liaisons

. look for international collaboration

o look out for high quality products,

e ensure active participation in the decision-making process

. involve all relevant stakeholders

. have multidisciplinary teams

e  ensure financial sources

e  cooperate at national level

e  secure legal support.

3.2 Good governance of a health technology assessment programme: strategies and
concepts
Dr Sophie Werkd, Swedish Council on Health Technology Assessment, Sweden

Recommendations for efficient governance of any health technology assessment
programme were presented by Dr Sophie Werkd, who identified four components: setup,
relationships with the ministry (laws/decrees/standard operating procedures), transparency,
and accountability (how government should use the reports). She explained how these
components are applied in the Swedish Council on Health Technology Assessment (SBU)
and how they led to its success and credibility. These measures not only affect the governance
of SBU but also the topics to be studied. Priority is given to topics which: are of great
importance to life and health; affect many people (i.e. common health problems); have far-
reaching economic consequences; are of great ethical or social importance; are of great
importance to health care; are controversial or high-profile; and exhibit great variations in
clinical practice.

Factors of good governance also include clear commitment from government,
independent financial resources, and monitoring of the implementation of health technology
assessment recommendations.

3.3 Human and financial resources required to establish a health technology
assessment programme
Dr Yot Teerawattananon, Health Intervention and Technology Assessment Program,
Thailand

Member States are recommended to start with a small and committed group of young
researchers — it is not always necessary to start with well-qualified health technology
assessment or health economics champions. Although post-graduate training is important, on-
the-job training has played a vital role during the development of the agency in Thailand. The
recommended size of a good team is 2-10 staff per study. This team should be
multidisciplinary in nature and should encompass different backgrounds to ensure that their
product is of a high quality. All reports produced by the team should be publicly available and
published in academic journals whenever possible. As an example, the Health Intervention
and Technology Assessment Program (HiTAP) agency in Thailand started with seven staff
(five full time and two part time) in 2006 and in almost eight years this had risen to 57 (42
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full time and 15 part time) because of the success of the agency. In terms of financing,
models of different agencies in Europe showed how the concepts of cost-recovery and
financing options are looked at and balanced within the criteria of independence; flexibility;
continuity, stability and financial sustainability; and the local legal framework and feasibility.

3.4 Discussion on the prerequisites of a successful health technology assessment
programme
Moderated by Dr Sameen Siddiqi, WHO Regional Office for the Eastern Mediterranean

The discussion started with questions on the frequency of research done by the SBU in
Sweden, the costs associated with these studies and the monitoring of reports. The SBU do
not perform research themselves, their reports are merely syntheses of high quality reports
published in recognized forums. Most of the costs associated with health technology
assessment studies are covered via the regular annual budget (€9 million) funded by the
government. The typical cost of a report varies depending on the type and number of staff
working on it; it is extremely difficult to estimate exactly for each report.

Participants were briefed on the medicines situation in Egypt and the need for health
technology assessment to solve various problems associated with medical products. However,
assessments do not always provide a complete answer for many of the problems associated
with technologies in the country (for instance, mechanisms used for cost-sharing insurance
coverage for non-recommended products). This results in policy-makers losing interest in
health technology assessment. There was some debate on this point. Even if it cannot answer
all questions it does not mean that it is not useful, and participants were advised to highlight
successful assessment recommendations with decision-makers. Then again, if the policy
question posed at the start was realistic and rational, health technology assessment would be
able to provide a complete answer. The capacity of the unit to provide alternatives for
decision-makers was emphasized: this will make their work more visible and more appealing
to governments. Examples from the work of HIiTAP in Thailand included the cost—
effectiveness of screening compared with the provision of human papilloma virus (HPV)
vaccines.

The nature and purpose of health technology assessment studies (fixed prices,
commercialization of products, reimbursement) was discussed. These tools can be applied for
many purposes and can be used to answer any technology-related questions. The most
important point to start with in any health ministry should be the appointment of a focal point
who employs dedicated staff. The assessment group needs to work closely with the decision-
makers in the ministry. This setup has been successful for the initiation of health technology
assessment programmes in Myanmar and Viet Nam; clear examples, success stories and
concrete figures on the benefits and outputs of a successful process were identified. As an
example, in a case from Italy it was discovered that in some parts of the country the
expenditure on certain diseases was not linked to their prevalence. With the introduction of
health technology assessment, the situation improved and expenditures were distributed
accordingly.
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The question of whether assessment units should be in contact with the research and
development departments of manufacturers was discussed. Examples from the United
Kingdom’s National Institute for Clinical Excellence (NICE) can confirm that this is possible.
Showing the impact of health technology assessment on the budget and presenting the
experiences in other countries would be a good starting point for developing successful
programmes. In Scotland, for instance, they introduced a pharmacist in each hospital; this
resulted in extremely high costs but the benefits in terms of rational use and quality of care
were far greater than the amount spent on the salaries of these pharmacists.

Participants also deliberated on whether health technology assessment should be
providing options for decision-makers (as in the case with economic analysis) or
recommending a particular technical decision for policy-makers to take. Here, it is important
to differentiate between the assessment and the appraisal phases. While the assessment phase
will lead to a technical decision on the technology, the appraisal phase can provide options
(other than technical) to communicate to policy-makers and decision-makers. Decision-
making may be considered an ad hoc process that can be driven by a number of factors — it
took NICE many years to convince policy-makers of the benefits of health technology
assessment. The fact that most reports are for medicines, and are especially tailored for high-
income countries was highlighted. There is a need to conduct assessments in low- and
middle-income countries as well. The speed with which decisions are taken (especially in
low- and middle-income countries) and the linkages to other government entities are issues
that have to be taken into account. The process and the prioritization of needs will create
conflict in any country because some services and populations will be left out and Member
States need to be prepared for this. This is a further indication of the importance of separating
the assessment and the appraisal phases.

Involving healthcare providers was also stressed because of their importance and their
proximity to decision-makers in many countries. There is a need to submit evidence via
health technology assessments, not to just leave politicians to take decisions based on
intuition. Each Member State should decide where the units should be located so that they
will have good policy penetration without being affected by policy-makers’ opinions or
intuition.

4. POSSIBLE STRUCTURES AND ORGANIZATION OF HEALTH
TECHNOLOGY ASSESSMENT SYSTEMS

4.1 Organizational differences in health technology assessment frameworks across
countries
Dr Adham Ismail, WHO

The structure of any health technology assessment system relies greatly on the
objectives and guiding principles describing its role. These principles fall into 4 broad
categories, listed here.

) Scope and prioritization
—  Health technology assessment should be an unbiased and transparent exercise.
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— It should include all relevant technologies.
— A clear system should exist for setting priorities, and the costs should be
proportionate.
. Methods
—  Health technology assessments should incorporate appropriate methods depending
on its goal.
—  They should consider a wide range of evidence and outcomes.
—  Afull societal perspective should be considered when undertaking assessments.
—  They should explicitly characterize uncertainty surrounding estimates.
. Process
—  Those conducting health technology assessments should actively engage all key
stakeholder groups.
—  The findings need to be communicated appropriately to decision-makers.
—  Evaluations should allow new data to be considered.
—  The assessments should identify areas where the evidence base on an intervention
could most usefully be developed in the future.
o Impact
—  Health technology assessment should be timely.
—  Pricing reimbursement and market access decisions should reflect the assessment in
a transparent, clearly defined way and be implemented as intended.
—  The impact of the findings and how they are used needs to be monitored.

Taking these into consideration, the influence of assessment in the decision-making
process of any system can generally be measured at two main levels. The first level is the
policy implementation level, in which the health technology assessment system is established
as a policy decision of government. The objectives of the system, its legal status and
relationships with the national health system, with other public sector bodies, and with other
stakeholders such as industry and patient groups are influencing factors at this level. The
second level is the individual technology decision level, i.e. the processes by which
individual technologies are dealt with in the system. How decisions are made, and how they
are implemented are major concerns at this level.

The main goals for the participants were to set out the role and position of health
technology assessment in the health system (according to the guiding principles) and to set up
the framework that would support decisions at policy and individual health technology levels.

The framework in various countries was studied (Australia, Brazil, Germany, Italy and
the Netherlands), and the changes that each country made based on the characteristics of each
health system were noted. It is clear that there is no unique decision framework that can be
applied to all Member States and that different frameworks exist in different countries.
Member States should develop their own policy decision framework based on the health
system existing in their country.
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4.2 Health technology assessment in the United Kingdom: National Institute for
Clinical Excellence
Dr Derek Cutler, National Institute for Clinical Excellence, United Kingdom

The National Institute for Clinical Excellence (NICE) was established by the United
Kingdom government in 1999 to address a number of challenges using an evidence-informed,
multidisciplinary approach. Originally it had 10 staff and a budget of £10 million, with a remit
to carry out the appraisal of new and existing health technology. The remit expanded to include
the production of clinical guidelines, public health, and more recently, the development of
quality standards and social care guidance. With this expansion came more human and financial
resources, growing to 81 staff and a budget of £17 million after the first five years, and 279
staff and a £36 million budget after the next five. Currently, NICE has a budget of £70 million
and has over 500 staff working to produce the various types of guidance, products and services.

It is a nongovernmental organization steered by a board. It enjoys independent status
but it is close to the Department of Health. Over the years, various units have been created to
deal with different services and products. It has a range of clients, not only the National
Health Service but also local authorities, health councils and charities.

A set of four core principles are applied across its wide remit of work. These guide
NICE to be robust (underpinned by the best evidence), inclusive (involve genuine
consultation with stakeholders), independent (developed by independent, multidisciplinary
external committees), and transparent (evidence seen by the committee is open access and
available through the NICE website).

The decision cycle and single technical appraisals take 7-9 months. There is an appeal
process in place for cases where the manufacturer is not in agreement with the results of a
health technology assessment: challenges encountered by NICE are mainly in the area of
legal issues and court cases. A general lesson that should be learned from NICE’s long
experience is the importance of having government support: without the backing of the
United Kingdom government, NICE would not have survived the first 5 years.

Working closely with a range of academic and professional organizations helps NICE
to ensure that the guidance produced is robust and independent. Engaging with core
stakeholders (such as patients, industry, professionals, payers, and providers) has not always
been easy, but it has definitely contributed to its success. Engaging with all the key
stakeholders and having a consultative approach have helped to ensure the ability of NICE to
gain the support of different groups.

NICE International is a fee-for-service entity created by NICE to assist Member States
on health technology assessment-related issues. It offers advice/technical support to
developing countries and also capacity-building, workshops and seminars.
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4.3 Health technology assessment in the Islamic Republic of Iran: the Iranian health
technology assessment unit
Dr Majid Davari, Health Technology Assessment, Islamic Republic of Iran

According to the 2008 national health account study, household expenditure on health
was around 50%, 40% of which was spent on essential medicines and medical devices. In
2007 health technology assessment was launched, with the office of the health deputy of the
Ministry of Health and Medical Education as the secretariat. Following changes in the
organizational structure of the health ministry in 2010, the Office of the Deputy for Health
was divided into hygiene and curative affairs and health technology assessment was
categorized as a department under the supervision of the Health Technology Assessment,
Standardization and Tariffs Office with the Deputy for Curative Affairs.

The first projects were funded by the Department of Medical Equipment. Following the
establishment of a formal structure for health technology assessment, its budget was
considered an independent item in the state budget. Accordingly, projects are funded from the
government budget. The programme has been useful in producing several comparative
reports on the comparative benefits of new technologies for making evidence-informed
decisions on Ministry of Health and Medical Education investments in technologies.

The agency is usually concerned with four types of studies: stakeholder analysis and
role, cost—effectiveness threshold values, population-based preference weights, and analysis
of factors influencing time preferences and discount rates for costs and health outcomes. The
strong commitment of policy-makers to the use of health technology assessment principles
and knowledge production in the decision-making process, along with the availability of
expert personnel and scientific institutions in the country, means that the agency is able to
provide a better service.

However, there are currently some limitations: poor understanding of the role of health
technology assessment among clinicians and some health policy-makers, a shortage of
academic experts for undertaking quality assessments as needed, and the lack of any
established relationship between stakeholders. Future steps planned to strengthen the process
in the Islamic Republic of Iran include:

o developing the local pattern of prioritization for health technology assessment (based on
burden of disease, health outcome, budget impact, etc.);

e  developing an equity framework for health technology assessment (this should provide
a level of trade-off between efficiency and equity);

. investigating the impact of assessment on the national health system and health care
delivery;

o establishing an effective relationship among all stakeholders;

e developing an acceptable pattern for linking health technology assessment to policy and
governance.
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4.4 Health technology assessment in Malaysia: the Malaysian Health Technology
Assessment Section
Dr Rugayah Bakri, Malaysian Health Technology Assessment Section, Malaysia

Dr Bakri gave an overview of the Malaysian health system and epidemiological
indicators of the health situation. The health technology assessment unit is located within the
Ministry of Health. The unit was established in 1995 under the Medical Devices Division in
response to the policy of ensuring that safe, effective and cost—effective health technologies
are being used in Ministry of Health facilities. In 2001, the unit was upgraded to a section, the
Malaysian Health Technology Assessment Section (MaHTAS), and the development of
evidence-based clinical practice guidelines was put under their review. This helped in
reducing variations in clinical practice and in improving quality of care. From 2004 to 2014,
MaHTAS was designated as a collaborating centre for “evidence-based health-care practice”
for the WHO South-East Asia Region.

Currently, MaHTAS employs 26 staff (head of the section, 18 technical reviewers, 3
information specialists, and 4 administrative staff). It has produced (as of 2013) 58 detailed
reports, 260 rapid assessment reports, 80 clinical practice guidelines and 58 information
briefs. These products have been used by specialists to update their clinical practices and to
assist in policy-making.

The main challenges currently facing MaHTAS are in the areas of human resources
(training of staff, finding skilled/trained staff, creating multidisciplinary teams, and most
importantly retaining skilled staff), financial resources (for implementing clinical practice
guidelines, evaluation research, international participation in relevant scientific meetings),
information resources (finding scientific databases and joining recognized international
agencies), harmonization with other national health technology-related agencies, awareness
on the requirements of health technology assessment processes (especially by local
industries), and utilization of assessments/clinical practice guidelines and recommendations.
It is envisaged that in the near future MaHTAS can expand its scope to include “horizon
scanning” activities, to play a bigger role in policy-making and decision-making related to
health technologies (pricing decisions, fee schedule, reimbursement, essential health
technologies, benefit package, workplan for coverage of healthcare services and technologies,
etc.), and to upgrade to an institute/centre.

4.5 Health technology assessment in Thailand: Health Intervention and Technology
Assessment Program
Dr Inthira Yamabhai, Health Intervention and Technology Assessment Program,
Thailand

The Health Intervention and Technology Assessment Program (HIiTAP) is an agency
under the Ministry of Public Health in Thailand. It was founded in 2007 to provide evidence
to guide resource-allocations in Thailand. During the past seven years a total of 110 research
projects at have been carried out, most of which were used to guide coverage decisions in the
National Health Security Office and revision of the national pharmaceutical reimbursement
list. Unlike other government agencies, HiITAP operates as a semi-autonomous research unit.
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To ensure technical integrity and transparency of research, this unit observes national health
technology assessment methodological guidelines and a set of process guidelines, including a
code of practice on conflict of interest management. Thailand started by developing the
technical capacity of the programme, then developing the process, and later integrating
results into the policy-making process. It was advised to start small and grow over time and
to engage and train other institutions such as research institutes and universities in health
technology assessment.

Since its establishment, the unit has enjoyed great benefit from international
collaboration, including sharing experiences with other agencies in Europe, Australia and
North America. It has collaborated with more than 10 agencies in the region to form the
HTAsiaLink network. This network offers a platform for capacity-building activities for
junior scholars. The unit also works closely with NICE International to help in setting up
health technology assessment capacity in low- and middle-income countries. Training is
offered not only to national stakeholders but to countries as well. They offer work placement
for 4-12 weeks and provide on-the-job training. They use process and method guidelines to
respond to policy-makers’ requests, and are part of the International Decision Support
Initiative. Dr Yamabhai stressed the importance of having a methodology to measure the
impact of health technology assessment on policy-makers and the Ministry of Health budget.

At present, HITAP is focusing on two major projects: the development of a national
plan for universal health coverage and the revision/updating of the national list of essential
medicines. Both projects are top priority for the country and health technology assessment
has a strong role in the discussion to prioritize the interventions and medicines to be covered.
It has been employed for informing coverage decisions in Thailand, and in this regard
political will and commitment are essential. The approach is systematic, participatory and
transparent. Projects expected to start in the near future include assessment for disinvestment,
assessment for health promotion, and monitoring and evaluating the impact of health
technology assessment.

4.6 Discussion on lessons learned from country experiences
Moderated by Dr Marthe Everard, WHO

Participants discussed the role of NICE, whether it was considered a standardization
organization, and whether its recommendations were mandatory or not. Although NICE is
funded by the Department of Health in the United Kingdom, they only provide guidance —
most of their products are produced by academic institutions and research centres. Guidance
on clinical interventions is not mandatory, however, any public entity needs to explain their
reasons for not following NICE guidance. In the case of technology appraisals, a negative
recommendation by NICE means that the particular drug or device in question will not be
available for reimbursement on the National Health Service. On the other hand, if the NICE
recommendation is positive, the technology is expected to be available and reimbursed within
three months, and there is a legal clause in support of positive recommendations.

In a discussion on the duration of the assessment process, it was recognized that there
are some bottlenecks in the implementation of the processes, for example the lack of
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knowledge of health and economic evaluations, and addressing these could help in promoting
health technology assessment in Member States. On average, it takes about 48 weeks for a
report to be completed. Some studies showing the impact of health technology assessment on
several health areas were shared during the meeting.

There was much discussion on whether seeking information and conducting health
technology assessment studies (as in the case of Thailand) by manufacturers can be trusted.
However, HITAP ensures the fairness and subjectivity of these studies with strict guidelines
that manufacturers must follow, especially on methodology and process. These guidelines are
distributed to all manufacturers and disseminated to all stakeholders, and the results of the
studies are shared with all stakeholders. The studies executed by the industry in Thailand
were not always in favour of the technology. In fact, unfavourable reports have had a greater
impact on clinical practice and acceptance of benefit packages since they are produced by the
industry and not by the Ministry of Health.

It was explained that clinical practice guidelines are not binding but they are used to
establish protocols, which are mandatory. In Malaysia, clinical practice guidelines cover all
diagnosis and rehabilitation services.

Participants were interested in whether any of the countries presenting information on
their health technology assessment agencies had carried out any research on the cost of
conducting an assessment in relation to its benefits and also in the monitoring and evaluation
process of the unit/agency and who was responsible for these, given the independent nature
of the agencies. Establishing an agency in the Basque region of Spain cost the government
almost €1 million. However, conducting health technology assessment for one project saved
the government almost €4.5 million and therefore the return was almost 4.5 times the initial
investment. Similarly, in the United Kingdom the NICE budget is less than 0.5% of what the
Ministry of Health spends; but the overall gain of having NICE far exceeds that.

It was noted that, in fact, most Member States are already performing one or more types
of health technology assessment activity (selection of medicines, public reimbursement,
certificate of need, etc.) and all that is now needed is to put all these activities together under
one umbrella with some sort of organization, framework and recognition by government.

5. THE HEALTH TECHNOLOGY ASSESSMENT PROCESS

5.1 Kaey principles for conducting the health technology assessment process
Dr Reiner Banken, Institut national d’excellence en santé et en services sociaux,
Canada

The purpose of health technology assessment is to solve problems by mobilizing the
types of evidence required and the concerned actors to support political, organizational or
clinical decision-making. It relies on the examination of contextual, colloquial and scientific
evidence as well as on interactions with stakeholders for making recommendations. Defining
health technology assessment as a knowledge mobilization process might lead to
consideration of the different orders of knowledge; the social, political and ethical
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dimensions; and the interactions with stakeholders as essential contexts to all those concerned
with the issues involved in the evaluation question. The use of health technology assessment
in health systems is still evolving and institutional requirements (rules and regulations,
organizations, legal frameworks, etc.) are important and should enable it to evolve further.
Mature systems include a wide range of health technologies and interventions to be assessed,
strong stakeholder involvement and knowledge mobilization activities. Development occurs
within a political arena, and therefore the objectives and processes have to be clear from the
start. The guiding axiom is “start small, have a clear audience and scope, and address
important questions”.

Countries are advised to develop scientific capacity for knowledge synthesis in
collaboration with universities, the Cochrane Collaboration, and other health systems
research initiatives; use country- or region-specific policy windows; join regional
communities involved in health technology assessment; build up the capacity of nationals
using the support of existing networks such as the International Network of Agencies for
Health Technology Assessment (INAHTA) and Health Technology Assessment International
(HTAI); and promote health technology assessment with policy-makers and funding agencies
(under the necessary conditions of rigor, independence and transparency).

5.2 ldentification of technologies to be assessed and setting priorities for health
technology assessment
Dr Ifaki Gutiérrez-1barluzea, Health Technology Assessment International Spain

The first task that a health technology assessment unit/agency undertakes is the
selection of technologies to be assessed from the vast number of new and emerging
technologies available on the market. The choice depends on a number of factors, including
but not limited to: the nature of the health system, customers and their priorities, availability
of information, and current staff skills. A process of “horizon scanning” is needed. Sources
that can be used to identify the technologies to be assessed include: primary sources
(information is obtained directly from sources closest to the technology); secondary sources
(information is obtained from sources that have used primary sources but may have edited or
filtered the information); tertiary sources (information is obtained from sources that have
prioritized the information themselves and perhaps carried out an assessment).

The EuroScan International Network offers support in identifying technologies and
sources of information; it is the leading global collaborative network collecting and sharing
information on innovative technologies in healthcare to support decision-making and the
adoption and use of effective, useful and safe health-related technologies. EuroScan is also
the principal global forum for the sharing and development of methods for the early
identification and early assessment of new and emerging health-related technologies, and
predicting their potential impact on health services and existing technologies.

Following the EuroScan information on new and emerging technologies, each health
technology assessment unit/agency should conduct a filtering process to ensure that only
those technologies which are appropriate to the customer are considered. Filtering should
take into account the interests of the stakeholders and the time horizon, and will be health
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system-dependent. Once irrelevant technologies have been filtered out, those remaining can
be prioritized according to the resources available. It is recommended that a set of pre-
defined prioritization criteria based on stakeholder/customer requirements is constructed.
Technologies must satisfy one or more of these threshold criteria before being accepted for
further consideration. The prioritization criteria should include effectiveness, safety, cost—
effectiveness, organizational issues, preferences of patients and clinicians, frequency of use
of the technology, and ethical/legal/social aspects.

An example was given from Spain: the initial list of domains and prioritization criteria
was drawn up by the technical group (comprising three methodology experts) in consensus
with the working group (made up of 11 health technology assessment experts from different
agencies/units). The preliminary list included a total of 15 criteria grouped in four domains:
population/end-users; technology; safety/adverse effects; and costs, organization and other
implications. Members of a panel of experts (policy-makers, clinicians and system end-users)
scored and weighed the proposed prioritization criteria. Five of the 15 prioritization criteria
initially proposed were classified as clearly important (score > 6). Finally, a questionnaire on
the selected criteria was passed to the experts for scoring and prioritization. This example
clearly demonstrates the importance of systematic planning in identifying technologies to be
assessed by the health technology assessment process.

5.3 Pre-analysis phase: collecting background information
Dr Andres Freiberg, National Institute for Clinical Excellence, United Kingdom

To obtain background information on assessed technologies, NICE uses trained
researchers (information specialists) working within independent academic groups. They
collect and assess evidence, either from scratch (using independent academic or technical
advisory groups) or by reviewing evidence submitted by manufacturers and submit it to
NICE. Therefore, NICE is a “client” acting as a deliberative decision-maker. A committee
then appraises the evidence received and issues guidance on the selected technology. To unify
submissions and the background search process, NICE guides how evidence should be
searched, submitted, processed and interpreted. The guidance includes a step-by-step
approach that should be followed by the information specialists to produce background
information on a certain technology. The approach includes techniques such as good-quality
systematic reviews (and their references), good-quality randomized controlled trials,
cohort/case—control studies, observational studies, case series/reports, and experts’ opinions.
The search process should be thorough, transparent, and reproducible.

5.4 Stakeholders, health technology assessment products and project processes
Dr Sophie Werkd, Swedish Council on Health Technology Assessment, Sweden

Stakeholders can be divided into: payers, providers, patients and their families, healthy
citizens, and industry. Each of these groups has to be involved in the health technology
assessment process. For example, patient groups should be involved in the following
instances:
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. in project planning — always consider and document which groups of patients are
affected and which patient/user-organizations have an interest in the topic;

e at the start of a new project — ask for views of the concerned patient organizations on
the research questions;

e when there is a need for a reference group of patients who will follow the project during
the whole process;

. before the finalization of the project to discuss possible implications of the findings and
how the results can be implemented in health care;

e when reports are being distributed to relevant patient organizations;

e  on the health technology assessment board to present patients’ views and interests.

A number of different types of reports are generated and disseminated by SBU in
Sweden. The SBU products are usually divided into full health technology assessment reports
(taking approximately three years; a project group collaborates with external experts to
prepare the report; the scientific advisory committee and the SBU Board approve the report)
and SBU alerts (the work is carried out by a small group of experts in the field and by staff;
the SBU Board and the Alert Advisory Board approve the SBU assessment of the current
state of knowledge). The assessment process itself is usually divided into four stages: (1)
identification of reviewers and experts, (2) SBU comments on the product, (3) internal and
external scrutiny of the product, and (4) final approval and publication.

The agency is now providing two new services to Swedish citizens and experts, “the
enquiry service”, which allows anyone to pose questions for SBU, which is committed to
providing fast responses, and the “scientific uncertainties service”, which provides
information on knowledge gaps and future research agendas for research centres and
institutions.

Another project that SBU is conducting on behalf of the Swedish government is the
“prioritization project”. This is aimed at looking into the possibilities of providing the health
care sector with information about technologies that may be considered for disinvestment
such as those that are ineffective, are associated with risks or discomfort for the patient, are
very costly, lead to inequalities in the delivery of health care, or for which there is poor
evidence of their effectiveness.

5.5 Conducting a successful health technology assessment process
Dr Rugayah Bakri, Malaysian Health Technology Assessment Section, Malaysia

There are two overlapping processes in MaHTAS, one on health technology assessment
for new and emerging technologies and another on the production of clinical practice
guidelines. MaHTAS produces three types of documents.

. Information briefs: These require a very rapid information response (within two weeks);
they are applied when urgent information is needed and a decision needs to be made
within a short span of time. They involve systematic literature searches.

e  Technology review reports: These also require a fairly rapid assessment process (2-4
months); they deal with an existing problem for which a decision will be made with or
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without evidence. A systematic literature search along with a restricted systematic
review (based on best available evidence) are used. The reports are externally reviewed
(if necessary).

. Health technology assessment reports: These are traditional assessments (8—18 months);
they are comprehensive in nature (clinical, social, organizational, ethical, economic, etc);
involve a systematic literature search, scientific research and/or technology assessment
reports conducted by other organizations; and usually incorporate Malaysian data.
Technologies to be assessed are usually determined by dedicated council members.

Clinical practice guidelines reports are usually evidence-based and look into
implementation strategies. They can be used as quick reference, training modules, training of
core trainers, or even patient information leaflets. They are usually published in journals
(such as the Malaysian family physician journal). The clinical practice guidelines and health
technology assessment reports are disseminated as printed copies (ISBN-indexed
publications, information briefs, or quick reference) or soft copies (through the Ministry of
Health, Academy of Medicine, professional society websites or links to international
agencies/organizations such as HTAI, Guidelines International Network, and INAHTA).
Excerpts from selected clinical practice guidelines, health technology assessment, and
technology review reports, as well as MaHTAS news may be highlighted in a newsletter,
publications in peer-reviewed journal, social media networks (such as Facebook), messages
(such as SMS), or mobile applications (such as the android and iOS application called
“myMaHTAs” which can be downloaded free from app store.).

5.6 Elaborations of recommendations of the health technology assessment process:
strategies for dissemination and implementation of results
Dr Jeonghoon Ahn, National Evidence-based Healthcare Collaborating Agency,
Republic of Korea

Participants were briefed on the work of the National Evidence-based Healthcare
Collaborating Agency (NECA) in the Republic of Korea. There is a serious need for health
technology assessment in the country for several reasons including the rapid adoption of new
health technologies and the escalating fees for service, the trend towards increasing
healthcare expenditure, the rapid growth of the elderly population, and increasing out-of-
pocket expenditure on health (about 62% in 2010). The agency works mainly in three areas
related to health technology assessment research (largely based on topic suggestions from the
general public; study period is one year or longer; output is generally a full report on safety,
effectiveness, and economic evaluation of the assessed technology), new health technology
assessment (based on requests from applicants to assess any new procedures or diagnostic
methods to be used in the country; study period is usually 6 months or less and the process
produces partial reports on safety and effectiveness of the assessed technology), and other
research (including that requested by the government, usually manuals used in health
technology assessment education, public health, policy analysis, etc.).

Several methods are used to disseminate NECA products. They include the release of the
health technology assessment report and media kit in the form of home pages, social media and
media kits for mass-media. Reports are also sent to the ministry, congress, public institutions,
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professional societies, medical libraries, etc. The round table conference is an excellent way of
disseminating/implementing assessment results, especially when conflicts of interest need to be
considered. The conference tries to reach a consensus which can be released to the public.
Additional dissemination strategies include annual courses and manuals.

Dr Ahn explained how health technology assessment research was conducted and how
results were disseminated for three examples: nicotine e-cigarettes in 2009, the effectiveness
of glucosamine on osteoarthritis in 2010, and a budget impact analysis on changing
reimbursement criteria for osteoporosis treatments in 2010.

Since it is part of administrative process in the Medical Act, all the new reports from
NECA go to the (ministerial) Committee of New Health Technology Assessment. The
decisions of this committee are released as a Ministry of Health and Welfare public notice,
and legal implementation is guaranteed. Even though there is an appeal process, many
unsatisfied applicants go to the Congress to try to modify the law (political threats).

5.7 Panel discussion on work process of health technology assessment

There was some discussion on whether health technology assessment can be applied in
a broader sense and for areas other than health technologies. It was agreed that it can be
applied in various areas of health, not only on medical products although more needs to be
done in the way of marketing and advocacy, especially since it can be applied to clinical
interventions and treatment modalities. In some cases country visits by health technology
assessment experts may be useful.

Similarly, participants discussed whether the tools for prioritization of technologies can
be applied in most countries or would need to be adapted; they also expressed some concern
on the length of the reports, especially those produced by SBU, and whether this affected the
ability of policy-makers to make quick decisions on technologies. There was consensus on
the importance of speed in producing reports, but this should not be at the expense of quality.
Although SBU do take a considerable time to produce a good report, if a quick report is
needed, they can provide a mini report for quick decisions, but this will not be publicly
disclosed and only contains clinical evidence.

The inclusion of clinical engineers was discussed, and it was agreed that they should be
part of an health technology assessment team, particularly if the assessment project needs
them. This is already the case in NECA in the Republic of Korea.

Starting a health technology assessment programme in a country is a step-by-step
process. Initially, it should involve capacity-building of nationals; networking with other
agencies will also provide momentum to the implementation process. In fact, lack of
information is not the problem in conducting assessments and initiating a programme, it is the
adaptation to local settings where each country will need support. Adapting an existing
structure and building on it was also considered a good starting strategy.
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Participants then discussed the application of health technology assessment to existing
technologies as well as new ones. Most established processes are for new technologies;
however, it can be applied on existing technologies: the glucosamine study conducted by
NECA is an example of this. All types of technology (devices, drugs, surgical procedures,
etc.) are eligible to be included in a study: health technology assessment is a tool that can be
applied anywhere in the health system and health technology can be considered to be “any
knowledge and practice” that can be applied to the medical field. The use of health
technology assessment in disinvestment studies is growing and its application on evaluating
the cost—effectiveness of existing technologies may become more prominent in the future.
Assessments can also be used in adding/removing medicines from the national essential
medicines list: currently in Palestine they are using cost—effectiveness and safety measure as
criteria for inclusion or exclusion from the essential list: the outcomes from this meeting may
be the seed for the programme in the country. There was a suggestion that for future meetings
the agenda should be structured more around individual country experiences, with experts
advising countries on how to move forward and overcome challenges.

Other topics discussed included the limitations of the health technology assessment
programme and how focal points would be appointed in each Member State. Although there
are a number of limitations in the health technology assessment process, it is still the only
way to secure a rational collective decision on investment in technologies. The lack of quality
studies that can help agencies reach a rational decision is a major limitation. However,
countries can use certain tools (such as sensitivity analysis, etc.) to minimize the effect of
these limitations. On the question of focal points, all participants in the meeting are
considered the focal points for initiating programmes in their countries. More focal points
could be added to the regional network that is to be launched on the final day of this meeting.

Queries were raised about two further topics: establishing a programme in partnership
with one of the existing agencies and whether reaching a consensus between NECA and
stakeholders was mandatory or not. In the case of SBU, services are not actually limited to
the Swedish government; all their findings and reports are, however, in Swedish (though
available online) and this may be a barrier. For NECA, it was confirmed that consensus has to
be reached before policy-makers in the Republic of Korea come to any decision.

6. OUTCOMES OF THE HEALTH TECHNOLOGY ASSESSMENT PROCESS

6.1 Effect of health technology assessment on policy-making and clinical practice
Dr Sophie Werkd, Swedish Council on Health Technology Assessment, Sweden

The Swedish health technology assessment agency (SBU) was founded in 1987 with no
legislative power to implement change, no decisions concerning approval or reimbursement
of drugs, and no supervisory function. Accordingly, SBU relies only on its ability to convince
decision-makers and professionals to change their practices if they believe the agency is
correct and trustworthy.

In 2010, Statistics Sweden conducted a survey on a random sample of 1833 health
professionals (63% response rate) to examine public opinion of SBU and its work. In general,
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great confidence was shown in SBU compared with other organizations (professional
societies, industry etc.); information from SBU was the single most reliable source, and about
80% of respondents said they had made practical use of SBU results. Despite the positive
opinion of SBU by the Swedish population, this is not a measure of the impact of SBU or
whether the agency is making any difference in health technology investments in the country.

In a study conducted in 2014 on how health technology assessment influenced clinical
practice and policy-making in Sweden, the impact of certain SBU reports were as detailed
below.

. National or regional policy decisions: Only 4 out of 26 published SBU reports were
used in policy decisions.

. National or professional guidelines: Only 10 out of 26 published SBU-reports were
used in national guidelines, 7 implemented by the National Board and 3 by professional
organizations. All guidelines extensively referred to the SBU reports.

. Confidence/trust among health professionals: Results showed high confidence in SBU
(as previously indicated in the 2010 Statistics Sweden study).

. Patients: Results matched the 2010 study.

o Research or knowledge gaps: SBU has started to build up a database for “scientific
knowledge gaps”, similar to the Database of Uncertainties about the Effects of
Treatments (DUETS) in the United Kingdom. Research areas identified by SBU as
priorities were used by the Swedish Research Council, several other research councils,
and universities.

. Clinical practice: Out of 26 published SBU reports, eight resulted in a change in the
clinical practice in Sweden: two of these had a high impact on the clinical practices for
mild head injury and dyspepsia/gastro-oesophageal reflux. The remaining six reports
had a moderate impact on triage methods at emergency departments; obstructive sleep
apnoea syndrome; methods of early prenatal diagnosis; methods for promoting physical
activity; treatment of insomnia; and antibiotic prophylaxis for surgical procedures.

6.2 Health technology assessment and social health insurance: impact on pricing,
reimbursement and market access
Dr Adham Ismail, WHO Regional Office for the Eastern Mediterranean

The expected impact of a health technology assessment process depends on its role and
objectives: the greater its role and the better the legal backup, the greater the effect. For
instance, NICE produces mandatory government guidelines, therefore it is expected to have a
significant impact on the use of health technology. Additionally, assessment might have a role
in pricing and reimbursement decisions. In general, the existing literature divides the impact
of HTA according to:

. Stakeholders: health technology assessment has an impact on:
—  patients (allocation of resources, speed of access to health technologies and
availability of good value products);
—  payers (efficiency of the health system and direct costs incurred);
—  physicians (best clinical practices and clinical guidelines);
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— industry (returns on investments and predictability of future gains).

o Usage: Health technology assessment reports can have either a positive or a negative
effect at different phases of product development (research and development,
experimental technology, market access and obsolescence/replacement).

. Market access: health technology assessment affects the speed with which decisions are
made and when patients will have access to essential health technology. The processes
are time consuming because of the steps that must be followed and the complexity of its
multidisciplinary nature. Processes may take longer if health technology assessment
bodies with limited resources have to deal with an increasing number of applications.
The average duration of the review process varies from one agency to another.

. Reimbursement decisions: One of the most common uses of health technology
assessment is to support pricing and reimbursement decisions. A favourable report
should result in a greater proportion of reimbursement decisions and a better price. In a
study conducted in 2010 on coverage decisions for 59 anti-cancer drugs in the United
States of America and the United Kingdom, while all drugs were approved by the
American Food and Drug Administration and NICE made positive recommendations
for only 39% of the drugs licensed in the United Kingdom, greater restrictions on
pricing and reimbursement were imposed in the United Kingdom. Therefore, innovative
and cost—effective technologies were better rewarded in the assessment-based system.

. Pricing: Results of a study conducted in 2010 on price changes following health
technology assessment decisions in selected countries, indicated that:

— in Canada health technology assessment recommendations were usually associated
with upward price volatility for several quarters after publication of
recommendations;

— in England/Scotland the trend effect was an immediate increase in price following
recommendation, moderating after 6-9 months;

— in France there was no visible effect on price of either positive or negative
recommendations;

— in Sweden there was some volatility in both directions following health technology
assessment recommendations.

. Healthcare expenditures: Actual benefits involve a comparison of expenditure with and
without assessment. To illustrate, the Ministry of Health in Barbados performed a
review of its national drug formulary using health technology assessment. The country
reduced medicine expenditure by US$ 6 million in the first 6 months (April-September
2011) following the adoption of changes, without compromising the quality of care.

The impact of health technology assessment and its potential benefits were also
emphasized: the scarcer the resources, the greater the need to make rational decisions on
investments made in health technology, to prioritize health technology needs on the basis of
evidence, and to estimate cost—efficacy/effectiveness ratios of new and emerging
technologies. The impact on pricing and reimbursement or market access relies especially on
the decision-making framework in the Member State itself, and can definitely lead, in some
cases, to better governance of already meagre resources.
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6.3 Health technology assessment for pharmaceuticals, devices and other technologies:
impact and applications
Dr Reiner Banken, Institut national d’excellence en santé et en services sociaux
Canada

The health technology assessment agency in Quebec, Canada, Institut national
d’excellence en santé et en services sociaux (INESSS), provides health technology
assessment reports. These include the following.

. Health technology assessment of drugs and devices for listing purposes: (new active
substances, generics, formulations, etc.) The reports are mandatory for drugs and on-
demand for devices. They are used by the Patented Medicine Prices Review Board for
drugs but only to guide decision-makers for devices.

. Health technology assessment of laboratory tests for listing purposes: Until 2012, all
tests submitted for entry were accepted with minimal evidentiary requirements. Starting
in June 2012, an expert committee on appropriateness recommended putting in place a
permanent assessment mechanism (similar to health technology assessment) for
biomedical tests. The assessment framework involved both clinical (utility and validity)
and non-clinical (economic, organizational, ethical, professional, legal and social)
dimensions. In 2013, the committee recommended 42 laboratory tests for inclusion
(minimum 30 per year). The mandate was given to INESSS to develop and implement
this mechanism.

. Full health technology assessment reports (related to health and social care
interventions): Health Canada gives market authorization for the whole country but
drug listing is usually done at the provincial level. If INESSS considers the therapeutic
value of a medication has been established, it sends its recommendation to the Minister
after assessing the reasonableness of the price, the cost—effectiveness ratio of the
medication, the impact that adding the medication to the list will have on the health of
the general public and on the other components of the health and social services system,
and the advisability of including the medication on the list, given the purpose of the
basic prescription drug insurance plan. The process is deliberative in nature and
involves clinicians, pharmacists, ethicists, economists, and citizens. Reports are made
public on the day of their decision.

o Optimal use guides: The case of proton-pump inhibitors was used as an example to
illustrate the use of health technology assessment to guide optimal use of a techn