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Executive summary
This report provides recommendations for horizon scanning and topic identification, selection and
prioritisation (TISP) processes to support European cooperation on Health technology assessment (HTA).
The report is a deliverable of The European Network for Health Technology Assessment (EUnetHTA)
Joint Action 3 (JA3) work package 4 (WP4), prepared to inform The EUnetHTA Executive board and The
European Commission.
In November 2017, The EUnetHTA WP4 Lead-partner NIPHNO established a working group (the TISP
group) involving 31 EUnetHTA WP4 partners. Members of the TISP group volunteered either as authors
or reviewers. To formulate the recommendations, the authors used a process involving questions
adapted from the EuroScan toolkit, selected background literature, collaboration with the European
Medicines Agency (EMA), a review process and stakeholder input to draft recommendations. Following
reflections on stakeholder input and two pilots on voluntary TISP processes the authors agreed on the
final recommendations.
The recommendations are from the perspective of HTA assessors involved in EUnetHTA relative
effectiveness assessments (REAs). The recommendations are generic in the sense that they are valid for
different models of European cooperation on HTA. The main conclusion is that transparent, unbiased
and efficient horizon scanning services should inform prioritisation of European cooperation on HTA.
Due to uncertainties regarding future models for cooperation and legislative regulation, we (the TISP
group) were not able to do provide recommendations on the ownership and financial responsibilities for
horizon scanning and the TISP process, nor detailed criteria for selection and prioritisation. These are
important areas that remain to be defined.
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Summary of recommendations
Organisation and implementation






One or more coordinating groups at the central level of a European HTA network should be
responsible for governance of the TISP processes.
One or more horizon scanning services with transparent, unbiased and efficient processes should
inform the TISP process.
The horizon scanning service should be a legal entity with an appropriate confidentiality
framework to allow developers of technology to share information at an early stage.
Collaboration with, and learning from existing horizon scanning services, -systems, -initiatives
and networks should be explored.
Those planning and prioritising HTA activities at any level of a European HTA network, as well as
individual HTA agencies and stakeholders should be the target group and audience for the
horizon scanning output.

Topic Identification


The horizon scanning service(s) should use both proactive (i.e. a range of predefined sources are
searched for information) and reactive (open to proposals) approaches for topic identification.

Topic selection and scope



The scope of horizon scanning should initially be pharmaceuticals, certain medical devices and
certain in-vitro diagnostics eligible for relative effectiveness assessment (REA).
The output of identification and selection should be a minimal dataset to inform prioritisation of
topics and initiation of HTA. The minimal dataset should be made publicly available.

Topic prioritisation



Prioritisation should be transparent with regard to criteria, process, cut-off levels for inclusion,
and topics included as well as excluded.
Lists of topics prioritised for European cooperation on HTA should be made publicly available.

Stakeholder involvement




The general recommendations for stakeholder involvement provided by EUnetHTA JA3 WP2
stakeholder analyses for HTA should be followed.
Developers and regulators should be asked to provide factual accuracy information on selected
and prioritised topics.
If specialized selection or prioritisation committees are established, individual stakeholders
without general conflict interest in the topics should be members of the committees.

Evaluation


Evaluation of the horizon scanning services and TISP processes should be conducted both
internally (quality assurance and -development) and externally (achievements of proposed
objectives).
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Acronyms - abbreviations
CADTH Canadian Agency for Drugs and Technologies in Health (Canada)
CE Conformité Européenne (European Conformity)
EA Early Awareness
EC European Commission
ED Early Dialogue
EMA European Medicines Agency
EU European Union
EUDAMED European Database on Medical Devices
EUnetHTA European Network for Health Technology Assessment
EuroScan The International Information Network on new or emerging, appropriate use and reassessment needed Health Technologies (EuroScan International Network)
FDA Food and Drug Administration (USA)
HTA Health Technology Assessment
HTAi HTA international
HTAi IG DEA HTAi Interest Group on Disinvestment and Early Awareness
HTAi PF HTAi Policy Forum
IVD In-Vitro-Diagnostic
JCA Joint Clinical Assessment
JCS Joint Scientific Consultations
JA Joint Assessment
JA3 Joint Action 3
MAH Marketing Authorisation Holder
MD Medical Device
MoH Ministry of Health
NHS National Health Service (England)
NIHR National Institute for Health Research (England)
NIHR HSRIC NIHR Horizon Scanning Research & Intelligence Centre (England)
NIHR-IO NHIR Innovation Observatory (England)
OT Other Technologies
PICO Population/Intervention/Comparator/Outcomes
PLEG Post Launch Evidence Generation
pMAH prospective MAH
POP Planned and Ongoing Projects
REA Relative Effectiveness Assessment
SOP Standard Operating Procedure
SPS Specialist Pharmacy Service
TISP Topic Identification, Selection and Prioritisation
WG Working Group
WP Work Package
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Recommendations for horizon scanning to serve European cooperation on HTA
1. Organisation and implementation
Topic identification, selection and prioritisation (TISP)1 represents the starting point for HTA activities.
Defined TISP processes are important means to support the aims of European cooperation on HTA. In
particular, TISP processes should contribute to the reduction of duplication of work, as well as delays
and inequalities in the availability of innovative health technologies2. For the organisation and
implementation of defined TISP processes we recommend that:
1.1 One or more coordinating groups at the central level of the HTA network should be responsible
for governance of the TISP processes.
1.2 One or more horizon scanning3 services4 with transparent, unbiased and efficient processes
should inform prioritisation of European cooperation on HTA.
1.3 The horizon scanning service should be a legal entity with an appropriate confidentiality
framework to allow developers of technology (including manufacturers and prospective marked
authorisation holders) to share information at an early stage.
1.4 Collaboration with, and learning from existing horizon scanning services, -systems, -initiatives
and networks should be explored.
1.5 Those planning and prioritising HTA activities at any level of a European cooperation on HTA,
including individual HTA agencies and stakeholders should be the target group and audience for
the horizon scanning output.
1.6 Implementation of horizon scanning should be a stepwise process aligned with work-plans for
European cooperation on HTA.
2. Topic identification
The first step of the TISP process is to identify relevant topics. In addition, mechanisms for monitoring
the identified topics need to be in place. For identification and monitoring of topics, we recommend
that:
2.1. The horizon scanning service should use both proactive and reactive approaches for topic
identification. This implies that a range of predefined sources should be systematically searched
for information, stakeholders should be proactively consulted and the identification step should
be open to public proposals.
2.2. Regulatory authorities and developers should be consulted to keep all records as up-dated as
possible. In particular, information from EMA should be used as explored by the TISP pilot on
pharmaceuticals [1]. Cooperation with regulatory authorities on MDs and IVDs needs to be
1

TISP processes may be of different complexity ranging from solely reactive, i.e. responsive to proposals, commissions or
applications, or involve proactive steps. A proactive TISP process can be defined as horizon scanning.
2 In this report innovation is considered from a public health perspective. The level of innovativeness in this perspective is
primarily defined by the benefits it generates for patients. The benefits can be in the therapeutic, clinical or quality of life
domains, but also in the socioeconomic domain.
3 In the context of health technology assessment (HTA), Horizon Scanning is the systematic identification of health technologies
that are new, emerging or becoming obsolete and that have the potential to affect health, health services and/or society.
4 In this report, Horizon Scanning Services are defined as legal entities performing horizon scanning.
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further explored, in particular the planned EUDAMED database5 to be available in 2022 [2],
should provide means for structured data to be available.
2.3. A database with structured information fields should be used. The database should give a clear
overview of individual technologies and facilitate sorting and tracking of changes. The database
should be used to monitor technologies and inform selection and prioritisation.
2.4. Iterative scanning for changes in regulatory status, availability of data from pre-selected clinical
trials, as well as proactive stakeholder input should be used to update the dataset.
2.5. A suggested minimal set of information fields is offered in Table 1. If needed, to reflect
predefined selection and prioritisation criteria, additional fields have to be added.
T1

Minimal set of information fields for each identified technology
Type of
technology
(pharmaceutical,
MD, IVD, other
and class or
application type)

Therapeutic
area

Name of
Name of
Intended
Technology
Regulatory
Estimated
the
the
indication
readiness
status of
market
technology
developer and target level, phase the
authorisation/
(generic
(pMAH/
population of clinical
technology
availability
and trade
MAH)
trials and
name if
trial
available)
number(s)
Abbreviations: pMAH= prospective market authorisation holder; MAH = market authorisation holder

3. Topic selection and scope
Comprehensiveness with regard to a predefined scope and time frame is the goal of selection6. All
technologies defined by the scope and timeframe should be identified and selected. Notably, a clear
distinction between identification, selection and prioritisation cannot always be made. The output of the
selection process is to be used for prioritisation and initiation of HTA. If all identified or selected topics
are to be assessed, there is no need for prioritisation. In such case, the output of selection should be
used to initiate HTA. Technology scope and timeframes need to be set by work plans for European
cooperation on HTA. The scope may be based on criteria that can be objectively measured. Examples
are therapeutic area, class of technology, evidence level and regulatory status. However, work plans for
cooperation may depend on criteria in need of judgment. Examples are impact on patients health, costs
and systems. For topic selection, we recommend that:
3.1. The technology scope of horizon scanning should initially focus on topics eligible for relative
effectiveness assessment (REA) described as joint clinical assessments (JCAs) in the EU proposal
on HTA regulation (for details see the background chapter “Proposed European Regulation on
HTA” ). This is pharmaceuticals, and certain medical devices (MDs) and certain in vitro
diagnostics (IVDs).
5

The European Commission is working on the implementation of the new EUDAMED database, which is ment to improve
transparency and coordination of information regarding medical devices available on the EU market. It will contain different
modules on actors, UDI & devices, notified bodies & certificates, vigilance, clinical investigations and performance studies and
market surveillance. The EUDAMED’s launch is planned to be May 2022.
6
Selection, also referred to as filtration, represents the application of a set of pre-defined criteria to the identified
technologies, in order to retain topics relevant to the pre-determined technology scope and time frame
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3.2. To assure timeliness of the REAs, pharmaceuticals should be identified early enough to allow
selection approximately three to six months before the technology/products enter the lists of
medicines under evaluation in EMA. MDs and IVDs should be identified early enough to be
selected around the time when a CE mark is provided. The time frames need to be adjusted
based on experience gained once the system is established.
3.3. Additional HTA activities are anticipated to benefit from horizon scanning, this should be
integrated into plans of European cooperation on HTA. Focus should be on transformative
technologies 7 and patient needs. For extension of horizon scanning to support additional
activities, pilots on relevant TISP processes should be conducted to define the scope and criteria
exemplified by cases.
3.4. Selection of topics should follow efficient processes with simple, digital and binary scoring
systems (yes/no answers). Stakeholders should be consulted when needed for verification of the
information.
3.5. As far as possible, criteria that can be objectively measured should be used. If selection criteria
involve judgements on impact, specialized selection committees should be appointed by the
horizon scanning service in collaboration with a central acting coordination group of the HTA
network.
3.6. A minimal dataset reflecting the same data-fields as for identification should be prepared by the
horizon scanning service (selection step 1). The minimal dataset should be prepared at intervals
and time points depending on the HTA networks capacity to prioritise and initiate assessments.
However, to be efficient with regard to timeliness of HTA, intervals should not extend beyond six
months. A central acting coordination group of the HTA network should receive and check the
dataset (selection step 2). The dataset should be made publicly available
4. Prioritisation
The purpose of prioritisation8 is to retain only topics with greater impact depending on resources for
further processing. Prioritisation criteria like selection criteria depend on the scope of European
cooperation on HTA. A clear distinction between selection criteria and prioritisation criteria cannot
always be given. During selection, a topic may be considered to have high impact, while only topics with
the highest impact can be prioritised. In the TISP pilots [1, 3], selected topics (all within the scope of
EUnetHTA JA3) were prioritised based on EUnetHTA WP4 members expressed interest in the topic.
However, expressed interest by network members may not reflect future prioritisation criteria. For
prioritisation we recommend that:
4.1. For pure voluntary collaboration (no funding of the HTA activity by the network or member
states), prioritisation has to be based on interest in cooperation.
4.2. If a prioritisation step is needed, it should be transparent with regard to criteria, process, cut-off
levels for inclusion, and topics included as well as excluded.

7

Transformative innovation or health technology: In the context of this report, a transformative innovation or health
technology is defined as: an innovation or technology that may have large impact on patient health, public health or health care
systems, and transform the way care is provided. No restriction to type of technology is made.
8 Prioritisation is the assignment of an order of priority based on explicit or implicit criteria for selection of health technologies
for assessment
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4.3. If prioritisation criteria involve judgment on impact and evidence level, carefully selected and
trained committees should perform the ranking.
4.4. The output of prioritisation should be publicly available lists of topics prioritised for European
cooperation on HTA. A central acting coordination group of the HTA network should oversee
the lists and keep the lists updated. Updating the lists should be responsive to stakeholder input.
5. Stakeholder involvement
On general grounds, to assure standardisation and transparency of the stakeholder involvement
process, we recommend that:
5.1. The general recommendations for stakeholder involvement provided by EUnetHTA JA3 WP2
stakeholder analyses for HTA should be followed [4].
As additional task-specific guiding principles, we recommend that:
5.2. Horizon scanning service(s) should proactively contact stakeholders on an organisational level
to request proposals and for the stakeholders to provide information on topics. Stakeholders
proactively contacted should include developers, regulators, health professionals, payers and
patient organisations.
5.3. If specialized selection or prioritisation committees are established, individual stakeholders
without general conflict of interest in the technology/product should be recruited. In particular
healthcare professionals (experts), payers and patients, should be members of the committees.
Declarations of interests should be provided as described in the EUnetHTA Declaration of
Interest and Confidentiality agreement procedures [5].
5.4. Developers and regulators should be asked to provide factual accuracy information on selected
and prioritised topics.
5.5. The public (any single person or organisation) should be able to propose topics and provide
input to selected and prioritised topics.
6. Evaluation
Evaluation of the horizon scanning services and TISP processes should be conducted both internally
(quality assurance and quality development) and externally (to verify that the services and TISP
processes meet their objectives). Indicators of the Horizon scanning service relative to commission
include:




timeliness, accuracy and completeness of data
public access to outputs
usability of outputs for European cooperation on HTA

Indicators of the TISP process relative to objectives of European cooperation on HTA include:
 timeliness of selection, prioritisation and initiation of HTA activities
 relevance of the selection and prioritisation criteria
 efficiency of the TISP process steps
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Workflow for horizon scanning to inform TISP processes
Based on the recommendations previously presented, the governance and a generic workflow for
horizon scanning to inform TISP process can be as shown in the figure F1.

A central acting coordination group for the TISP process

Topic identification
Aims: To identify and
monitor topics

Performed by: The Horizon
Scanning Service

Informed by: Pro-active
searches; Stakeholders; Open
to public proposals

Ouput: Database on
identified technologies

Topic Selection -step 1
Aims: Selection of identified
topics to assure relevance

Performed by: The Horizon
Scanning Service

Informed by: Predefined
criteria and stakeholders

Output: A minimal-dataset to
inform selection step 2

Topic Selection -step 2
Aims: Quality control to
assure relevance and
timeliness

Performed by: The Horizon
Scanning Service, the
Coordinating Group and if
needed selection committees

Informed by: Predefined
criteria and stakeholders

Output: A publicly available
minimal-dataset to inform
prioritisation and planning

Topic Prioritisation
Aims: Prioritision of topics
with greater impact

F1

Performed by: HTA Network
members or if needed
prioritisation committees.

Informed by: Predefined
criteria and the output of the
selection process

Output: A publicly avialble
list of topics to plan and
initiate HTA activities

Workflow for a horizon scanning system to inform prioritisation of HTA activities
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Methods
Tasks and organisation
The task given to the TISP group was to:



develop and refine a system of horizon scanning, topic selection and prioritisation
create a workflow on topic identification, selection, and prioritisation for jointly produced
assessments

According to the WP4 work plan (ref) predefined deliverables were:
1. D4.8 Draft recommendations
2. D4.9 Pilots on a TISP workflow
3. D4.10 Final recommendations.
In June 2017, The WP4 lead partner NIPHNO recruited members of the working group based on a call for
collaboration among members of WP4 and the EUnetHTA Executive Board. Thirty-one EUnetHTA
partners volunteered to participate in the work. A coordinating team from NIPHNO was set up. Two
members of the coordinating team and six members from the responding agencies have contributed as
authors throughout the process. Representatives from the remaining responding EUnetHTA partners
have served as reviewers. The working group was instructed by the WP4 lead partner to seek consensus
and to build on existing experiences (not to perform exhaustive literature searches), to involve
regulators and to invite stakeholders to comment on the draft recommendations. Furthermore, the
working group was instructed by the WP4 lead partner to have a main focus on WP4 related activities
(production of REAs). Two pilots [1, 3], one for pharmaceuticals and one for other technologies9
restricted to MDs and IVDs were conducted as described in the pilot project plans [6, 7]. Some authors
and reviewers have acted as members of the pilot groups.
Information sources
All cited references have been shared with the TISP working group. Major information sources were:







The TISP pilots endpoint evaluation reports published together with this report [1, 3]
A systematic review on methodologies for horizon scanning from 2019 [8]
The background paper and a report from the HTAi Policy forum discussions on horizon scanning
in 2018 [9, 10]
The proposal for European legislative regulation on HTA on health technology assessment and
amending Directive 2011/24/EU from 2018 [11]
The report “Horizon scanning for pharmaceuticals: proposal for the BeNeLuxA collaboration”
from 2017 [12]
The EUnetHTA report “Analysis of HTA and reimbursement procedures in EUnetHTA partner
countries”» from 2017[13]

9

A health technology may be an intervention developed to prevent, diagnose or treat medical conditions; promote health;
provide rehabilitation; or organize health care delivery (see glossary). Other technologies in this report refers to technologies
not regulated as pharmaceuticals.
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The OCED report “New Health Technologies: Managing Access, Value and Sustainability”» from
2017[14]
The EuroScan Methods toolkit from 2014 [15]
A systematic review prepared for EUnetHTA by the Austrian EUnetHTA partner LBI-HTA from
2006 [16]

In December 2017, May 2018, and December 2019 the NIPHNO coordinator performed a nonexhaustive search for recently (2016 and later) published systematic reviews related to horizon
scanning. The search terms “Horizon scanning” or “Early awareness” were used. Searches were
restricted to PubMed, NHS evidence and Epistemonikos. Only one systematic review from 2019 was
included as a sited reference based on this search [8].
At the same time points, the NIPHNO coordinator inspected a selected number of websites suggested by
TISP group members revealed in the table below (T2) for information on particular horizon scanning
systems or initiatives.
T2

Websites inspected for information on HS
Websites
HTAi Interest group for Disinvestment and Early
awareness (DEA)
EUnetHTA
BeNeLuxA initiative on Pharmaceutical Policy
International Horizon Scanning Initiative (IHSI)
EuroScan International network
Canadian HTA agency CADHT
Specialized pharmacy service, UK
NHR Innovation Observatory, UK
UK Pharma Scan Horizon Scanning for New Drugs
in development (no public available data)
Horizonscan Geneesemiddelen, Netherlands

https://htai.org/interestgroups/disinvestment-and-early-awareness/
https://eunethta.eu/
https://beneluxa.org/ and
https://ihsi-health.org/
https://www.euroscan.org
https://www.cadth.ca/about-cadth/what-wedo/products-services/horizon-scanning
https://www.sps.nhs.uk
http://www.io.nihr.ac.uk/
https://www.ukpharmascan.org.uk/
https://www.horizonscangeneesmiddelen.nl/

Additional references cited in this report were either found in the major sources of information, on
websites, based on Google searches or provided by authors or reviewers.
After the stakeholder consultation, we received a policy document on horizon scanning from The
European Federation of Pharmaceutical Industries and Associations (EFPIA) prepared in 2018. The
document was taken to notice. We were also informed by EMA on their ongoing horizon scanning
activities.
Process
The NIPHNO coordinating team met with a subset of authors in November 2017 in Vienna focusing on
other technologies, and with another subset of authors in Oslo in December 2017 focusing mainly on
pharmaceuticals. Based on these initial face to face meetings, an internal work plan for the task was
developed. Questions shared (Appendix 2) were derived from The EuroScan toolkit for Horizon scanning
15
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[15] modified to suit the aims of the TISP group. Written feedback and discussions with authors in
teleconferences and an extensive review process were used as a means to provide the draft
recommendations (D4.8) in June 2018. The Draft recommendations were considered EUnetHTA internal
documents. A stakeholder consultation on the draft recommendations was performed by contacting the
EUnetHTA Executive Board, EUnetHTA partners and selected stakeholders by mail and inviting them to
provide comments. An overview of consulted stakeholders is given in Appendix 3. Comments were
received from five stakeholder organisations and nine EUnetHTA partners. Stakeholders and partners
were informed on how their input have been met in the final recommendations.
Parallel to the TISP working group, EUnetHTA and EMA started a focused discussion on collaboration.
The NIPHNO coordinator was invited to talks with EMA and how EMA could contribute to the TISP pilot.
Based on this EMA agreed to provide, in a structured form and at predefined time points, public
available data on pharmaceuticals in the EMA process. Due to the ongoing changes in the regulation of
MDs and IVDs, no such talks could be initiated with regulators on these fields.
Detailed project plans for the TISP pilots were prepared [6, 7]. The pilots were initiated in February 2019
and finalized in July 2019. The TISP pilot evaluation reports [1, 3] were finalized by the pilot groups in
December 2019 and shared with the TISP group.
The NIPHNO coordinating team incorporated comments to the draft recommendations and conclusions
of the pilots in a draft of the final recommendations. The draft was shared with the TISP group in
December 2019. Feedback and input from a teleconference with authors was used to prepare the final
recommendations. Following an internal review process involving the whole TISP group, the final
recommendations (D4.10) were delivered to the EUnetHTA Executive board in February 2020.
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Background information
The TISP process
Topic Identification Selection and Prioritisation (TISP) represents the starting point for HTA activities.
TISP processes may be of different complexity ranging from solely reactive, i.e. responsive to proposals,
commissions or applications, or involve proactive steps. A proactive TISP process may be defined as
horizon scanning. Defined TISP processes are means to support the aims of European cooperation on
HTA. In particular, TISP processes should contribute to reduction of duplication of work, delays and
inequalities in the availability of innovative health technologies.
If only reactive identification is used to initiate HTA activities, there is no need for a horizon scanning
service to identify topics. In contrast, proactive approaches require highly skilled personnel,
sophisticated automatic search algorithms and a sophisticated system for managing the information,
which can only be delivered by a horizon scanning service or system.
Examples of sources for emerging and new technologies commonly used by horizon scanning services
are provided in Table 3below. For identification of obsolete technologies, different strategies and
sources need to be applied [17-19]. While proactive identification and selection is commonly
coordinated by a horizon scanning service, prioritisation is normally performed or coordinated by the
end user. If all identified or proposed topics are to be assessed, there is no need for prioritization.
Selection or filtration describes the process in which a set of predefined criteria are applied to the
identified topics, in order to retain only topics relevant to the predetermined technology scope and time
frame. Comprehensiveness is the goal. All identified technologies defined by the scope should be
selected. Prioritisation describes the process in which specific criteria are applied to the identified,
selected/filtered technologies with the purpose of retaining for assessment (or any other HTA activity)
the technologies with greater impact depending on the system's/network's capacity for assessment
(adapted from [15]). Prioritisation and selection criteria will depend on the workplans of the HTA
network and regulation. The criteria may seem very similar and cover the same fields. While selection
criteria may refer to high impact, prioritisation criteria refer to highest impact. Therefore, the difference
between selection criteria and prioritisation criteria are not always clear. Notably, prioritisation in a HTA
network can be based solely on interest in a topic (impact for the network) as was explored by the TISP
pilots[1, 3] or more commonly by defined criteria [8].
Selection and prioritisation criteria can be objective (technology type, regulatory status, stage of
development (technology readiness level)) or more subjective, based on impact judgement. Impact
could be assessed on different levels, most importantly patient, budget or system level. Methods for
selection and prioritisation may vary, but involvement of stakeholders is common [8]. Based on the
authors’ experiences and experiences from the TISP pilots, selection needs to be performed in several
steps: Firstly, to ensure conformity with the technology scope and time frame of the horizon scanning
service as such, secondly to ensure conformity with the scope and time frame of a specific activity of the
HTA network.
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T3

Common information sources of Horizon Scanning Services (adapted from the EuroScan toolkit [15]
Type of source* Example
Primary
 Direct contact with developers through regular meetings
sources
 Allowing the developers to enter information in a database
(sources close
 Developers’ websites, annual reports, press releases, and conference
to those
presentations
producing the
 Information from market analysts, consultants and commercial research
data)
organisations
 Commercial pharmaceutical and other specialist health technology media
and databases
 Public clinical trial registries (e.g. ClinicalTrials.gov and WHO International
Clinical Trials Registry Platform (WHO ICTRP), EU Clinical Trial register)
 Published patent applications (e.g. Espacenet)
Secondary
sources
(sources using
the produced
data)
Tertiary
sources
(sources using
data produced
by primary and
secondary
sources)





Regulatory bodies**
Commercial and medical publications
Scientific conference proceedings and scientific journals.





Output from existing horizon scanning systems
EUnetHTA partners
The EUnetHTA database of Planned and ongoing HTAs and systematic
reviews (POP database)
Published HTA reports and systematic reviews
Direct contact with stakeholders (including experts and patients) other than
developers through regular meetings
Grey literature





*Primary, secondary and tertiary sources in this table reflect the hierarchy with regard to how close the source is
to those actually producing the information on the technology (derived from the EuroScan toolkit [15]. This should
not be interpreted as a recommendation for ranking. ** The European Medicinal Agency as explored in the pilot.
Public information on MD and IVD undergoing CE processes is currently not available. This is supposed to change
post 2022 with the introduction of the EUDAMED database.

Qualitative, quantitative and digital methods for prioritisation have been developed by several
organisations. Complex prioritisation processes might be very resource demanding and scoring requires
specific knowledge in different domains (public health, epidemiology, economics, pharmacy, etc.).
Specialized committees are commonly used. Public consultation may be regarded as valuable [8, 13].
Horizon Scanning
Horizon scanning needs to be defined depending on its purpose. According to the Health Technology
Assessment (HTA) Glossary horizon scanning is: “The systematic identification of health technologies
that are new, emerging or becoming obsolete and that have the potential to affect health, health
services and/or society». This definition has been adapted from the EuroScan International Network [15]
and opens for a broad purpose with regard to cooperation on horizon scanning to support HTA and HTA-
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related activities in a technology lifecycle perspective (see Figure 2).

F2

Time points for Horizon Scanning (HS) and Topic Identification, Selection and Prioritization (TISP) to serve
Health Technology Assessment (HTA) related activities in a technology lifecycle perspective. Each
coloured line in the diagram represents the life cycle of one technology.
The main use of horizon scanning in relevance to HTA has been to inform topic identification,
selection10, and prioritisation11 (TISP) for the purpose of assessing new technologies. The assessments
have typically been used to inform pricing and reimbursement decisions, clinical practice and clinical
guidelines. In this context, horizon scanning is also referred to as Early Warning, Early Awareness or
Alert systems [9, 12, 15, 16]. However, additional HTA activities to be supported by horizon scanning is
broader and vary. In the perspective of European cooperation on HTA, also early dialogue with
developers on post launch evidence generation (PLEG) as described in the EUnetHTA JA3 work plan [20]
and identification of obsolete technologies [17, 19, 21] as well as the monitoring of incorporated
technologies [22] could benefit from horizon scanning. As technology adoption is a major driver of
health expenditure growth, engaging in horizon scanning and HTA activities has recently also been
promoted as a means to support procurement processes more directly [9, 12, 14, 23, 24]. Existing
horizon scanning services or systems typically aim at increasing timeliness and relevance of the activities
they support. In most cases, they share a similar first step of producing a minimal dataset. Selection
criteria commonly reflect type of technology, impact on patients, budget and/or systems, time frames,
priority setting, potential for inappropriate diffusion and evidence level. The systems or services differ
in terms of size, resources, operational level, mandate, customers, and organisational embedding.
10

Selection or filtration is the process used to ensure that the identified technology is within in the scope of the HSS. Identified
technologies that are not within the scope of the HSS will not be part of the selected data-set.
11 Prioritisation is the process used to prioritise between technologies that are within the scope of a HTA activity.
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Therefore, there are and will be substantial differences in methodology, time frame, output and criteria
for selection and prioritisation. The most obvious difference is that horizon scanning systems or services
serve different customers or target groups and therefore need to select different technologies [8, 9, 16].
National and regional horizon scanning services
In 2017 EUnetHTA WP7 (national implementation and impact) gathered data from 59 European HTA
agencies in 31 countries about their existing HTA, pricing and reimbursement processes including
information about how topics were selected and prioritised for HTA [13]. Twenty nine countries (94%)
reported to have HTA procedures for pharmaceuticals and 22 (71%) reported to have HTA procedures
for non-pharmaceutical health technologies. Of these countries, nine (England, Scotland, Ireland,
Norway, Sweden, Estonia, France, Netherlands, Italy) for pharmaceuticals and nine (Scotland, Ireland,
Norway, Sweden, Estonia, France, Belgium, Italy and Spain) for other technologies, reported using
horizon scanning to support topic identification. Some other countries reported to develop or consider
developing such procedures.
Not all countries who use horizon scanning use it for all types of topics, in some instances this may only
be for certain topic types e.g. inpatient products, reviews or multiple technology assessments. Where
horizon scanning is not used, in most cases either industry submits an application for assessment or
topics are requested by a decision maker, e.g. Ministry of Health (MoH) or payer. Organisations
involved in the topic selection procedure include industry, HTA agencies, MoHs and payers. For nonpharmaceutical health technologies, providers, medical and clinical societies and regional authorities
also have a role in topic selection/prioritisation. In approximately half of the countries, the HTA agency
does not have a role in topic selection/prioritisation because they carry out work on any topics
requested from them either by decision makers or through industry submissions or applications.
For pharmaceuticals, 15 out of 29 countries (52%) have topic selection or prioritisation criteria. For
other technologies, the corresponding figures are 15 out of 22 countries (68%). Topic selection criteria
are similar for pharmaceutical and other technologies and most frequently based on:






economic impact
potential health benefits
severity or burden of disease
population size
importance to policy and/or healthcare

Output from European horizon scanning services/systems vary, with some producing publicly available
information, some producing partly available information and some producing information only
available for a specific audience. Publicly available information ranges from early awareness reports and
two to three page alerts, to short listings published iteratively throughout the year.
How information from national or regional horizon scanning services and TISP lists can be used to inform
voluntary collaboration on REA was explored as part of the EUnetHTA TISP pilots, one for
pharmaceuticals and one for other technologies. In a survey for the TISP pilots, EUnetHTA partners from
ten countries stated to use horizon scanning and/or TISP list to inform prioritisation of HTA activities on
pharmaceuticals and eight on MDs and IVDs. A total of five EUnetHTA partners stated to be able to
share data from their horizon scanning system on pharmaceuticals , and six EUnetHTA partners stated to
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be able to share data from their horizon scanning systems or TISP lists on MDs and IVDs [1, 3]. Based on
the TISP pilots, for pharmaceuticals, data in publicly available horizon scanning systems for
pharmaceuticals are relatively comprehensive with regard to new and emerging pharmaceuticals.
However, to be used in the EUnetHTA prioritisation processes the output of these systems needed to be
re-entered to a suitable format, checked and updated. For MDs and IVDs, there is likely no European
horizon scanning service delivering publicly available data being comprehensive with regard to a set of
pre-specified criteria.
Horizon scanning networks and collaborative initiatives
Based on selected publications [9, 12, 15, 19, 24], inspection of selected websites and prior knowledge
of the authors, we have identified a limited number of non-commercial and/or publicly funded
international or regional networks and collaborative initiatives on horizon scanning:
EuroScan International Network
EuroScan International Network is a non-profit scientific association shaped as a global collaborative
network of public agencies, scientific organisations, and individuals (EuroScan webpage [25] and personal
communication. EuroScan aims to collect and share information on emerging, new, and obsolete health
technologies to support decision-making on their adoption, appropriate use, and need of re-assessment.
EuoScan aims to be the main global forum for sharing and developing methods for horizon scanning. The
network acquired legal status in 2017, but was established already twenty years before as a working group
of public agencies that contributed widely to develop and share methods and information. The secretariat
is currently hosted in Köln (Germany) where the association is formally registered.
EuroScan provides to its members a forum to share skills and experiences together with tools and services
(e.g., online exchange platform, database of technologies) in horizon scanning. Through scientific
collaborations with external partners, activities for the development of methodological approaches is
provided. Since the end of 2019, EuroScan is the publisher of German Medical Science (GMS) Health
Innovation and Technologies, an online scientific journal focused to healthcare technologies according to
a lifecycle approach, and is participating in two EU-funded projects.
EuroScan has a memorandum of understanding with the International Network of Agencies for Health
Technology Assessment (INAHTA), World Health Organisation (WHO), Health Technology Assessment
international (HTAi), HTAsiaLink, and the HTA Network of the Americas (RedETSA). Other than being
engaged in advising non-proﬁt organisations who wish to consider the establishment of early awareness
and alert activities, EuroScan is actively engaged in identifying relevant partners to collaborate with and
is open to dialogue with EUnetHTA and its partners (personal communication). Some EUnetHTA partners
are members of EuroScan.
International Horizon Scanning Initiative
International Horizon Scanning Initiative (IHSI), aims to provide data that empowers political decisionmakers and payer organisation negotiators to drive for better pricing in medicinal products. IHSI is an
legal entity initiated on ministry level in Belgium, Netherlands, Luxemburg and Austria (the BeNeLuxA
collaboration) to strengthen collaboration on procurement of medicines (IHSI webpage [12] and
personal communication). As of February 2020, the following countries are participating in IHSI:
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Netherlands, Belgium, Ireland, Denmark, Luxembourg, Norway, Portugal, Sweden and Switzerland. Talks
with additional countries are ongoing. The members have agreed upon the technical, legal and financial
details. Currently, IHSI is restricted to pharmaceuticals, but extending the scope to medical devices is
under discussion (personal communication).
IHSI has started the tender process in February 2020 with plans for the first horizon scan results to be
available this year. The main products of IHSI will be:
a) a global database on upcoming medicinal products
b) high impact reports on upcoming medicinal products
Originally established to inform procurement of pharmaceuticals, the horizon scanning information
planned to be delivered by IHSI could also be useful for TISP processes of European cooperation on HTA.
Contact between EUnetHTA and the IHSI initiative have been made, but it is too early to conclude on
how European cooperation on HTA could benefit from the output of the initiative.
HTAi IG DEA
The HTA member association HTA international (HTAi) has an interest group on divestment and early
awareness (HTAi IG DEA) with approximately 300 individual members. HTAi IG DEA aims to be a key
international centre for sharing knowledge and expertise, both in methods for prioritising and assessing
obsolete or low-added value technologies and in the practical application of divestment for health
systems. Current activities include the development of a toolkit for divestment and a survey on
divestment candidates. The HTAi DEA collaborates closely with EuroScan. As a pilot project, references
to scientific publications and reports focusing on methods and selected broader forecasts are published
quarterly (see https://htai.org/interest-groups/disinvestment-and-early-awareness/).
The Nordic Pharmaceutical Forum
The Nordic Pharmaceutical Forum, an informal Nordic collaboration between medicinal regulatory
agencies and procurement agencies focused on pharmaceuticals, is an ongoing initiative to share
horizon scanning information and methods in the Nordic region (personal communication).
Cross-regional collaborations within the same country
Both in Spain and Italy, collaborative horizon scanning activities are cross-regional with task sharing. The
Spanish collaboration on horizon scanning is focused on other technologies with several HTA agencies
sharing tasks on proactive identification and assessment. Output from the Spanish system is a list of
identified topics and short alerts used in the topic selection and prioritisation process. The system
intends to inform both reimbursement on the regional level and decisions for the national benefit
basket [26]. The Italian regional network for HTA (RIHTA) has been recently integrated within a National
HTA Programme targeting other technologies. Topic identification is performed at regional as well as
central level while prioritisation is done by a national steering committee. Lists of technologies in need
of assessment and list of new or emerging technologies are produced. These lists are not publicly
available. From those lists, topics are prioritised for assessment at national level [input from author].
Horizon scanning outside Europe
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There are several publicly funded horizon scanning services/systems outside Europe informing
prioritisation of HTA activities. Below we have described a selected number of English language systems
with publicly available information. The Canadian HTA agency (CADTH) provides horizon scanning output
on both pharmaceuticals and other technologies[27, 28]. The Australian Institute for Safety
Compensation and Recovery Research ISCRR [29] has developed its horizon scanning activity in
partnership with CADTH. The USA based ECRI Institute has established a horizon scanning service for the
Patient Centred Outcomes Research Institute (PCORI) in the USA. The five priority areas of PCORI are
technologies (drug and non-drug) for cardiovascular diseases, cancer, dementia, rare diseases, and
mental health. Quarterly status reports are available on the PCORI website [30].
Current initiation process of EUnetHTA JA3 relative effectiveness assessments
EUnetHTA JA3 aims to define and implement a sustainable network on HTA cooperation in Europe.
Specific objectives are:




to increase production of high-quality joint and collaborative work on HTA (WP4)
to increase uptake and implementation of joint work at the national, regional, and local level
(WP7)
to support life cycle approach to improve evidence generation (WP5)

As of February 2020, there is no horizon scanning system in place within EUnetHTA. Assessments so far
have been coordinated by EUnetHTA JA3 WP4 lead and co-lead partners and performed by WP4
partners as:



joint assessments (pharmaceuticals, MDs and IVDs)
collaborative assessments (OTs including, but not restricted to MDs and IVDs)

In EUnetHTA JA3 assessments are based on the HTA Core model, focusing on the first four domains
(rapid REA) (see F3).
In EUnetHTA JA3, coordination of assessments of pharmaceuticals is the responsibility of WP4 co-lead
partners ZIN, from The Netherlands and NOMA from Norway. Developers and EUnetHTA partners are
encouraged to submit documentation and suggest topics. At the time of establishment of the TISP
working group (November 2017), only if, and when documentation was submitted by a developer, there
was a call for collaboration among EUnetHTA WP4 partners. Since June 2018, a more proactive
approach has been explored using publicly available information from existing horizon scanning services
to inform EUnetHTA WP4 partners in order to identify interest. This approach was further explored by
the TISP pilot on pharmaceuticals [1] involving EUnetHTA WP4 partners sharing horizon scanning data,
proposals from stakeholders and collaboration with EMA. This approach led to publication of the second
EUnetHTA list of prioritized topics (EPL list) for pharmaceuticals on the EUnetHTA website [31]. Based on
a letter of interest from EUnetHTA WP4 partners to engage in a HTA process, developers will be
contacted and asked to provide a letter of intent to submit documentation.
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F3

The EUnetHTA Core Model derived from www.eunethta.eu

Coordination of assessments of other technologies is the responsibility of WP4 co-lead LBI-HTA from
Austria. Currently, topics concerning assessment of other technologies are identified in three ways:
1. A WP4 partner selects a topic and approaches the WP4 co-lead for other technologies. The
proposing partner is volunteering as author. The WP4 co-lead sends out a call for collaboration
to WP4 partners who are asked if the topic is relevant for them and if, for which role (co-author,
dedicated reviewer) they could volunteer. If there is no interest, the assessment will not be
conducted.
2. Topics are suggested by stakeholders (restricted to manufacturers and/or patient organisations),
and a call for collaboration is prepared by the WP4 co-lead asking for author, co-author and
reviewers. If there is no interest, the assessment will not be conducted.
3. A partner identifies a relevant project in the POP database and contacts the other party to
enquire about possible collaboration. If the partner agrees on a collaboration and on their role
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(co-author or dedicated reviewer), a call among WP4 partners can be put out for the remaining
roles (co-author or dedicated reviewer).
The majority of other technologies prioritised for assessment have so far, been identified by the first
route. A proactive approach involving EUnetHTA WP4 partners sharing horizon scanning data and
proposals from stakeholders was used in the TISP pilot for other technologies [3]. This approach led to
publication of the first EUnetHTA list of prioritized topics (EPL list) for MDs and IVDs on the EUnetHTA
website [32].
Notably, prioritisation criteria in the TISP pilots were slightly different from the prioritisation used by
WP4 before the pilots were conducted. The former prioritisation was based on EUnetHTA WP4
members’ interest in participating in the assessment. In the pilots, interest could be on three levels,
interest for participation in assessments, interest for national/regional setting and interest for
national/regional uptake.
Proposed European Regulation on HTA
In January 2018, the European Commission (EC) published a proposed regulation on HTA [11]. The
proposed regulation provides the basis for a permanent and sustainable cooperation (on HTA) at the EU
level, beyond 2020. Four main pillars of HTA activities are covered by the proposal:
1.
2.
3.
4.

joint clinical assessments
joint scientific consultations whereby developers can seek advice from HTA authorities
early identification of promising emerging health technologies
continuing voluntary cooperation in areas not covered by joint clinical assessments

The document has been subject to a number of changes as part of the co-decision procedure between
institutions of the European Union and Member States. The final character and adoption status of the
regulation is developing and unknown. According to the proposal, individual EU countries will continue
to be responsible for assessing non-clinical (e.g. economic, social, ethical) aspects of health technologies,
and making decisions on pricing and reimbursement. In a later version of amendments by the European
parliament, the third pillar (early identification of promising emerging health technologies) has been
defined as horizon scanning. The document states that input from horizon scanning will help develop
annual work programmes and facilitate the inclusion of technologies that are to be retained for joint
clinical assessment. However, there are no clear recommendations on how horizon scanning may be
scaled up, sized or maintained or how prioritisation will be performed. In the proposal, joint clinical
assessments are limited to:



medicinal products undergoing the central marketing authorisation procedure, new active
substances and existing products for which the marketing authorisation is extended to a new
therapeutic indication (line extensions)
certain classes of medical devices (MDs, class IIb and III) and in vitro diagnostic medical devices
(IVDs, class D) for which the relevant expert panels established in accordance with Regulations
(EU) 2017/745 and 2017/746 have given their opinions or views and which have been selected by
a coordination group
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In the original Proposal, MDs and IVDs are proposed to be selected according to five criteria (criteria a-e)
and in October 2018 two additional criteria (f, g) were proposed by the European parliament [11]:
a) unmet medical need
b) potential impact on patients, public health, or healthcare systems (e.g. burden of disease,
budget impact, transformative technology)
c) significant cross-border dimension
d) Union-wide added value (e.g. relevance to a large number of Member States)
e) the resources available to it
f) the need for greater clinical evidence12
g) at the request of the health technology developer13
In a transition phase, these criteria are also proposed to be prioritisation criteria for
pharmaceuticals[11].

12
13

Added in the amendment by the European Parliament
Added in the amendment by the European Parliament
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Discussion
In this report, recommendations and a workflow for horizon scanning to inform TISP processes of
European cooperation on HTA have been provided. The authors and reviewers are all affiliated with
EUnetHTA partners and the recommendations have been made from the perspective of “HTA
assessors”. The dynamic field of horizon scanning and HTA is unpredictable and in constant change, so
recommendations on scope, time frame and methods may be influenced by changes in policyrecommendations, funding and technology available on the European, national and regional level as
well as legal aspects.
There has been conflicting input to the draft recommendations as to whether a TISP process for
European cooperation on HTA needs to be informed by horizon scanning, and how ambitious the
horizon scanning activity should be. Based on the experiences from the EUnetHTA JA3 and the TISP
pilots, we do not think a reactive TISP process (based on proposals) or a TISP process based on voluntary
sharing of information will be an efficient approach for a defined TISP process. To ensure identification
of the most relevant topics, full transparency and unbiased prioritisation we suggest that a defined TISP
process should be informed by one or more horizon scanning services.
There has been conflicting input to the draft recommendations as to whether the recommendations
should take into account the EU proposal on regulation of HTA [11]. Some argue that this is still a
proposal and others argue that the recommendations should be more closely linked to the proposals.
Due to uncertainties regarding future models for European cooperation on HTA and legislative
regulation, we (the TISP group) were not able to provide recommendations on the ownership and
financial responsibilities for horizon scanning and the TISP process, nor detailed criteria for selection and
prioritisation. These are important areas that remain to be defined. However, we decided to provide a
set of generic recommendations for horizon scanning and the TISP process that may adapted to future
scenarios provided there is a European network for HTA cooperation. We also think the proposed
workflow can be used in scenarios where European regulation on HTA is in place.
There has also been conflicting input with regard to the scope of horizon scanning. Some argue that the
recommendations are to focused on identifying products rather than taking a broader perspective on
trends and planning. We recommend as a first step for horizon scanning to focus on new and emerging
products. However, in a longer perspective this information can be used to identify trends and gaps. This
knowledge should be made publically available and used for planning of HTA and research in a broader
sense related to therapeutic areas, care pathways and policy shaping on local, national and European
level.
Organisation and implementation of horizon scanning
Horizon scanning informing all HTA relevant activities cannot be realised in a short time without
substantial funding. However, concrete steps can be taken in the short run. This includes to implement
an operational TISP process that supports certain activities of European HTA cooperation. We suggest
that the first activities to benefit from horizon scanning should be REAs on pharmaceuticals, MDs and
IVDs. This would also be in line with the EU regulative proposal.
We do not recommend EUnetHTA to set up a sophisticated horizon scanning service itself, as this would
be very resource intensive, and at least for pharmaceuticals, duplication of work. We neither
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recommend the cooperation to be dependent on a voluntary identification process as explored in the
pilots. The reasons for this include concerns with regard to completeness relative to scope, the need for
an appropriate confidentiality framework, coherence in the data fields relative to scope, good datamonitoring, and efficient procedures and quality assurance. Rather, we recommend exploring the
possibilities of formalised collaboration with existing horizon scanning services and initiatives.
HTA activities to be informed by horizon scanning
The potential activities to benefit from predefined TISP workflows include the following EUnetHTA
activities: WP4 joint/collaborative assessments, and WP5 post launch evidence generation (PLEG). It
might also be that a more active approach should be taken for voluntary early dialogue. As early
dialogues can only take place before the clinical evaluation for reimbursement admission and only if the
pivotal clinical trial has not yet begun, early dialogues would benefit from early identification offered by
horizon scanning.
The EU proposal on regulation of HTA uses a different definition and terminology with regard to HTA
activities than EUnetHTA. It distinguishes between four pillars of HTA cooperation: 1) joint clinical
assessments (JCA), 2) joint scientific advice (JSA), 3) early identification of promising emerging health
technologies (horizon scanning), and 4) continuing voluntary cooperation in areas not covered by joint
clinical assessments. In particular pillar 1 (JCA) and 4 (voluntary cooperation) would benefit from
defined TISP processes informed by horizon scanning. As pointed out by several stakeholders, JSA as
described in the proposal is a voluntary process offered to the industry and should not be in need of
horizon scanning, but could be in need of a defined prioritisation process.
Differences of definitions, and the need for a stepwise approach have been taken into account by
restricting the recommendations to REA (that is EUnetHTA joint and collaborative assessments as well as
the EU proposed JCAs).
The TISP process
Identification and selection are closely connected and we recommend that this part of the TISP process
is to be performed by a horizon scanning service with skilled personnel and transparent and efficient
procedures for the purpose. There is a trade-off between an early time horizon, possibly needed for
long-term planning and certainty about the information needed for assessment. The earlier the
identification, the higher the uncertainty about the data. For the purpose of horizon scanning informing
TISP processes for REAs, identification may not need to be very early in the phase of technology
readiness level. However, for cooperation to be relevant, to avoid duplication of work and reduce delays
in innovative technology introduction, it should not be later than when national HTA is prioritised and
planned. The recommended timelines and outputs need to be evaluated. If horizon scanning is intended
to inform long time planning, the time-lines may need to be adjusted accordingly.
Currently developers and regulators do not systematically provide publicly available information
corresponding to a horizon scanning service. Collaboration with EMA to share public accessible data in a
structured form for the TISP pilot on pharmaceuticals proved very useful. Further systematic
collaboration with developers and regulators to provide data would also reduce the costs of the
identification and selection step of horizon scanning services.
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We recommend that topics identified through horizon scanning should be defined by the technology
and its intended use. The data collected should contain information fields needed for prioritisation.
Most important fields to be added in addition to those explored by the TISP pilots, are related to
potential impact of the technology on patients, budgets and systems and the evidence level. Obtaining
information on clinical trial status turned out to be resource intensive and can not be delivered based on
voluntary cooperation. Information related to indication, timelines and pricing, is of value for the target
of the horizon scanning, but considered as commercially sensitive by developers. Several existing
horizon scanning services have confidentiality frameworks that allow for early identification and
timeliness, and are still able to provide transparent datasets for prioritisation. As a rule of the thumb, we
consider information that may be cited from a publicly available source to be non-confidential. Thus,
confidentiality issues can be overcome by citing sources of information. If accurate information cannot
be shared, best guess estimates regarding level of impact (e.g. high-, medium-, low impact ) and
approximate time frames (e.g. year quarter of the year) should be included. The minimal dataset being
the output of the selection steps should not contain clinical trial results or take the format of an
assessment report.
Identification of potentially transformative technologies that are not classified as pharmaceuticals, MDs
or IVDs, requires different approaches than most commonly used by existing horizon scanning services.
Nevertheless, this includes a broad range of technologies such as procedures and digital solutions that
might have high innovative impact. Pilots to use horizon scanning to identify such technologies should
be integrated in the planning processes for European HTA cooperation.
If selection and prioritisation has to be based on judgment on impact, as is the case for most horizon
scanning systems [8], we suggest that specialised committees should be established. In the
recommendations for stakeholder involvement, we have stated that individual stakeholders without
general conflict of interest in the topics, in particular healthcare professionals (experts), payers and
patients should be members of the committees. In other words, developers should not be involved in
these committees. This does not exclude developers from proposing topics and informing the selection
process. One issue, brought up in the consultation of the draft recommendations, was that some
agencies have both regulatory and HTA tasks which could potentially exclude individuals representing
these agencies from being involved in HTA committees. In addition, some reviewers have argued that
ranking and final prioritisation should be independent from those doing the HTA. These matters depend
on future models for cooperation and need to be further discussed and clarified.
The TISP pilots
In the pilots, identification was based on voluntary sharing of data from horizon scanning services, TISP
lists and proposals. In particular for MDs and IVDs, there is uncertainty with regard to
comprehensiveness and relevance of the chosen workflow. Selection in the TISP pilots was mainly
based on objective criteria (i.e. all identified technologies of a certain type and class and in a particular
timeline with regard to regulatory status were selected). For pharmaceuticals, the pilot group received
information from horizon scanning services anticipated to be comprehensive, but with information gaps
related to minimal datasets to be used for selection and prioritisation. With help of timely and
structured information of public available data shared by EMA, some information gaps could be filled.
This cooperation with EMA was considered of high value for planning of HTA activities. EUnetHTA has
established contact with MD and IVD regulators [33]. As the regulatory system of MDs and IVDs are
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fragmented and are under re-organisation, these contacts could not be explored in the pilots. However,
the EUDAMED database [2] that is planned to be launched in 2022, might change the landscape and
allow for a more systematic and structured use of information on MDs and IVDs in a TISP process. The
workflows used in the pilots, could probably be improved if special arrangements and collaborative
agreements can be made with existing horizon scanning services. In addition, appropriate funding of
central acting coordinating groups for the TISP processes needs to be in place.
Before the pilots, prioritisation of topics for EUnetHTA REA was based on EUnetHTA WP4 members’
interest to participate in the assessment. In the pilots, interest could be on three levels: interest for
participation in assessments, interest for national/regional setting and interest for national/regional
uptake. Not only EUnetHTA WP4 members (assessors), but all EUnetHTA partners could reveal their
interest in the topics. In this way, the need for specialized committees in the pilots was omitted, and
more topics of impact to the network could be prioritised. However, it remains to be shown if EUnetHTA
WP4 partners are able to commit to assessing the prioritised topics. It is also uncertain if prioritisation
based on interest is efficient with regard to support cooperation on technologies of highest impact for
patients, budgets or health care systems.
In the conclusion of the endpoint evaluation reports of the pilots on MDs and IVDs, it is stated that “The
value of the process with regard to increased numbers of collaborative REAs might be limited, not due
to lack of interest in among network members, but due to lack of alignment with national/regional
processes for the commission of HTA.” This is also partially true for pharmaceuticals. Thus, alignment of
national processes and European cooperative HTA activities is of high importance to avoid duplication of
work. For a minimum, alignment could be improved through making horizon scanning data public
available to those planning and prioritising HTA activities on all levels of the HTA network.
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Appendices

Appendix 1 Glossary -definitions
Developer: Used in this document to refer to industry, manufacturer or any other parties developing a
technology, including both commercial and non-commercial developers. Commercial developers with
regulatory approval are also referred to as marketing authorisation holder (MAH) or before completion
of the regulatory process, prospective marketing authorisation holder (pMAH).
Emerging technology: A health technology that has not yet been adopted in the health care system such
as pharmaceuticals in Phase II or III clinical trial, or pre-launch stage or medical devices in the premarketing stage [9].
EU legislative proposal on HTA: On the 31st of January 2018, the European Commission put forward a
proposal to boost cooperation amongst EU Member States for assessing health technology. The
proposed Regulation on Health Technology Assessment (HTA) covers new medicines and certain new
medical devices. Member States will be able to use common HTA tools, methodologies and procedures
across the EU, working together in four main areas: 1) joint clinical assessments (JCA); 2) joint scientific
consultations (JCS); 3) identification of emerging health technologies to identify promising technologies
early; and 4) continuing voluntary cooperation in other areas. It is anticipated that once it is adopted
and enters into force, it will become applicable three years later. Following the date of application, a
further three-year period is envisioned to allow for a phase-in approach for Member States to adapt to
the new system [11]. The document has been subject to a number of changes as part of the co-decision
procedure between institutions of the European Union and Member States. While the final character
and adoption status of the regulation is developing and unknown, for citation purposes we refer to the
version as published by the Commission in 2018.
EU legislative proposal on HTA -Joint Clinical Assessment (JCA): Defined by the proposed regulation as
“Health technology assessments initiated at EU level conducted according to a specified process and
common procedures. Conclusions of JCAs are proposed to be restricted to clinical effectiveness and
safety. Uptake of the JCAs are proposed to be mandatory for the EU member states.” [11]
EU legislative proposal on HTA -Joint Scientific Advice (JSA): Defined by the proposed regulation as “A
service initiated at EU level whereby developers can seek advice from HTA authorities.” [11]
EU legislative proposal on HTA - Identification of emerging technologies: This is described in the
proposed regulation as: “A [horizon scanning] study initiated annually at EU level on emerging health
technologies expected to have a major impact on patients, public health or healthcare systems. The
study shall be taken into account in the preparation of its [the cooperations] annual work
programmes” [11]. A precise definition of emerging technologies is not provided by the EU proposal.
EU legislative proposal on HTA -Voluntary cooperation: This is described in the proposed regulation as
“Cooperation and the exchange of scientific information among Member States on (a) non-clinical
assessments on health technologies; (b) collaborative assessments on medical devices; (c) health

34
© EUnetHTA, 2020. Reproduction is not authorized unless permission is provided by EUnetHTA.

technology assessments on health technologies other than medicinal products or medical devices; (d)
the provision of additional evidence necessary to support health technology assessments” [11].
EUnetHTA assessment: An overarching term encompassing Relative Effectiveness Assessments (REA),
Joint Assessments (JA) or Collaborative Assessments (CA).
EUnetHTA Joint assessment (JA): EUnetHTA JAs are produced by at least four EUnetHTA partners in
different European countries. EUnetHTA processes, guidelines and the HTA Core Model® are used for
the production of (relative effectiveness) assessments that are subject to extensive review procedures in
order to ensure high quality. JAs are centrally coordinated by the WP4 Co-Leads, involve broad
stakeholder involvementand include the use of a EUnetHTA submission dossier in addition to a scoping
(e-)meeting with pMAH/MAH.
EUnetHTA Collaborative assessment (CA): EUnetHTA CAs are primarily produced in non-pharmaceutical
technologies. They only differ from the EUnetHTA JAs with regard to coordination, i.e. the project
management is performed in a decentralised manner by WP4 Co-Lead and WP4 Activity Centre
Department Leads. In CAs, the use of submission dossier and scoping (e-) meeting with pMAHs/MAHs
are optional.
Health technology: An intervention developed to prevent, diagnose or treat medical conditions;
promote health; provide rehabilitation; or organize health care delivery. The intervention can be a test,
device, medicine, vaccine, procedure, program or system [34].
Health technology assessment (HTA) in this report is defined as: A multidisciplinary process that uses
explicit methods to determine the value of a health technology at different points in its lifecycle. The
purpose is to inform decision-making in order to promote an equitable, efficient, and high-quality health
system (EUnetHTA updated definition, personal communication).
Horizon scanning: The systematic identification of health technologies that are new, emerging or
becoming obsolete and that have the potential to effect health, health services and/or society. Related
terms include early awareness and alert system [25, 34].
Innovative health technology: A common definition of what constitutes an innovative health
technology is currently lacking. From a public health perspective, the level of innovativeness of a health
technology is primarily defined by the benefits it generates for patients. These can be in the therapeutic,
clinical or quality of life domains, but also in the socioeconomic domain [9].
Minimal dataset: Used in this report to define a limited set of information fields (e.g., technology name,
product name, manufacturer, indication, regulatory status, etc.) provided during identification. The
information is considered the minimal information needed to track, select and prioritise a technology.
New technology: A health technology that is in the launch, early post-marketing, or early diffusion
stages[34].
Obsolete technology: A health technology that is no longer at the standard of care or clinical benefit,
safety or cost-effectiveness that has been superseded by available alternative technologies [34].
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Prioritisation: The assignment of an order of priority based on explicit or implicit criteria for selection of
health technologies for assessment [9]. Application of specific criteria to the selected/filtered
technologies with the purpose of retaining for assessment the technologies with greater impact and
according to the system's/network's capacity for assessment [15].
Selection/filtration: Application of a set of predefined criteria to the identified technologies, in order to
retain technologies relevant to the pre-determined technology scope and time frame14 (Adaptation from
EuroScan toolkit[15], time frame added).
Stakeholder: Starting in EUnetHTA JA3 stakeholders are referred to (as defined by CHAFEA) as
Collaborating Stakeholders. This implies that anybody who wants to contribute and is not a nominated
[EUnetHTA] partner; not an affiliated entity [to EUnetHTA] or a subcontractor [to EUnetHTA] is referred
to as a Collaborating Stakeholder” [4]. In case of horizon scanning and TISP processes, we consider
potential collaborating stakeholders to include in particular regulators, patients and consumers, payers,
healthcare professionals and providers (experts and as well as other healthcare professional) and health
technology developers (industry, researchers and any other commercial or non-commercial developers
of health technology), investors as well as those holding or applying for market authorisation.
Stakeholders could both be individuals or represented by organisations.
Technology life cycle: In this report, we use the term to describe the life cycle of a technology from
proof of concept, clinical research, launch, uptake, use and replacement by new technologies.
Developmental stage is also in some cases used as an interchangeable term. For the earlier stages (proof
of concept to uptake) one could use the term Technology readiness level (TRL), however, this does not
cover the replacement by new technologies.
Topic Identification Selection and Prioritisation process (TISP process): In this report, we define TISP as
the process used to initiate HTA activities. TISP processes may be of different complexity ranging from
solely reactive, i.e. responsive to proposals, commssions or applications, or involve proactive steps. A
proactive TISP process may be defined as horizon scanning.
Transformative innovation or health technology: We have, in the context of this report, defined a
transformative innovation or health technology as: an innovation or technology that may have large
impact on patient health, public health or health care systems, and transform the way care is provided.
Relative effectiveness assessment (REA): EUnetHTA defines REA as an analysis of a health technology in
comparison with one or more relevant alternative interventions, which is limited to a subset of domains
of the HTA Core Model ® (Health problem and current use of technology (CUR), Description and
technical characteristics (TEC), Safety (SAF), Effectiveness (EFF)) [23].
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Appendix 2 Questions discussed by the TISP group
Questions are adapted (selected and modified) from the EuroScan Tool kit [15]
Questions
Step 1 Identify your customers’ needs
1.1 What is the purpose of the EUnetHTA TISP system?
1.2 Who do we intend to inform?
1.3 What is the scope of the EUnetHTA TISP system (type of technology)? (also related to the scope of
EUnetHTA/activity – and future European network and reassessment)
1.4 What type of output and information is needed?
(This question will replace step 6 in the EuroScan toolkit).
There might be one type of information needed for selection and more detailed information needed for prioritisation.
(Table/excel file?)
1.5 What are the main stakeholders and how will they be involved in the process? (This question and
question 1.6 replaced step 7 in the EuroScan toolkit).

1.6 How shall the information be reviewed?
Might depend on type of technology. (relates to the output – could be internal check, external or a wider group)

1.7 When and how often shall information be prepared?
Might depend on type of technology, source of information and timeliness

1.8 How shall the information be distributed?
Step 2 Time frame
2.1 What is the time-frame for identification?
Step 3 Identification
3.1 What sources will be used for identification?
3.2 Who will do the identification?
3.3 Who will prepare the information (described in 1.4) needed for selection?
Step 4 Selection (filtration)
4.1 Who will perform the selection?
4.2 What are the selection criteria?
4.3 How is the selection performed?
4.4 Who will prepare the information (described in 1.4) needed for prioritization?
Step 5 Prioritization
5.1 Who will perform the prioritization?
5.6 What are the prioritization criteria?
Step 6 Organization and resources
6.1 How can the TISP system be implemented in EunetHTA and post 2020 HTAN?
Step 7 Evaluation of the system
7.1 How can the system be evaluated
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Appendix 3 List of stakeholders contacted to provide input to the draft recommendations
ORGANIZATION
Bureau européen des unions de consommateursBEUC
Health Action International-HAI
European Cancer Patient Coalition-ECPC
European Federation of Allergy and Airways
Diseases Patients' Association-EFA
European Institute of Womens Health-EIWH
European Rare Disease Organisation-EURORDIS
European Patients Forum-EPF
European Multiple Sclerosis Platform-EMSP
European Public Health Alliance-EPHA
International Diabetes Federation European RegionIDF
European Organisation for Research and Treatment
of Cancer -EORTC
International Association of Mutual Benefit
Societies-AIM
European Social Insurance Platform-ESIP
Council of European Dentists -CED
Standing Committee of European Doctors-CPME
The European Association of Hospital PharmacistsEHAP
European Union of General Practitioners/ Family
Physicians UEMO
European Society of Medical Oncology-ESMO
European Forum for Primary Care-EFPC
European Public Health Association-EUPHA
European Hospital and Healthcare FederationHOPE
European Society of Cardiology-ESC
Pharmaceutical Group of the European UnionPGEU
Association of the European Self-Medication
Industry-AESGP
European Coordination Committee of the
Radiological,
Electromedical and Healthcare IT Industry-COCIR
European Association for Bioindustries-EuropaBio
European Confederation of Pharmaceutical
Entrepreneurs-EUCOPE
European Federation of Pharmaceutical Industries
and Associations-EFPIA
Medicines for Europe*
MedTech Europe (Eucomed)**
MedPharmPlast Europe, a sector group of the
European Plastics Converters-MPPE

CATEGORY
CONSUMERS
CONSUMERS
PATIENTS
PATIENTS
PATIENTS
PATIENTS
PATIENTS
PATIENTS
CONSUMERS/PATIENTS/NGOS/HCP
PATIENTS
RESEARCH
PAYERS
PAYERS
HCP
HCP
HCP
HCP
HCP
HCP
HCP
HCP
HCP
HCP
INDUSTRY
INDUSTRY

INDUSTRY
INDUSTRY
INDUSTRY
INDUSTRY
INDUSTRY
INDUSTRY
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ORGANIZATION
Plasma Protein Therapeutics Association Europe
AISBL-PPTA Europe
European Diagnostic Manufacturers Association
(EDMA)**
ISPOR

CATEGORY
INDUSTRY
INDUSTRY
RESEARCH

HCP= Organisation for Health Care Proffesions
* Medicines for Europe is the former European Generic Medicines Association (EGA)
** In Forum inventories, Jessica Imbert, Yves Verboven and Victoria Wurcel figured as both,
MedTech and EDMA (Jessica Imbert made comments to Stakeholder Analysis Deliverable as
MedTech only)
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