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THE WEBINAR

On 28 February 2023, Pancreatic Cancer Europe (PCE) and Cancer Patients Europe (CPE) held a

webinar to exchange views on how best to enhance cooperation on the HTA process and in

total, 53 attendees participated in the webinar, out of 145 registrants.

The webinar aimed to discuss the new European Health Technology Assessment (HTA)

regulation, which will come into force in May 2023. The regulation will establish a common

framework for assessing medical technologies' health benefits and economic impact across the

EU.

The speakers included representatives from patient organisations, industry, medical society

and policymakers. They discussed the importance of the new regulation and how it could

improve access to innovative treatments for patients with pancreatic cancer and other

diseases.

The speakers also highlighted the challenges of implementing the new regulation, such as

ensuring that patient perspectives are adequately considered in the HTA process and

addressing the potential impact on small and medium-sized enterprises.

Overall, the webinar provided a valuable opportunity to discuss the new HTA regulation and its

potential impact on patients, industry, medical society and policymakers in the EU.

Click here to access the playlist of the recording of the event

THE PROGRAMME

Maya Matthews, Head of Unit, European Commission, DG SANTE Directorate-General for Health
and Food Safety, Unit C2 — Health Technology Assessment: Keynote speech on The European
Regulation on Health Technology Assessment

MEP Tomislav Sokol, EU Parliamentary Intergroup Challenge Cancer: Welcome message

Panel discussion: Opportunities and challenges of the HTA process
Tit Albreht, Head of the Centre for Health Care, National Institute of Public Health,
Ljubljana (Slovenia), Moderator
Elisabeth de Vries, European Society of Medical Oncology (ESMO)
Ansgar Hebborn, The European Federation of Pharmaceutical Industries and
Associations (EFPIA)
Antonella Cardone, Cancer Patients Europe (CPE)
Elaine Julian, The European Access Academy (EAA)
Ali Stunt, Pancreatic Cancer Action, UK, and member of PCE Board

Alfredo Carrato, Chair of PCE Board: Conclusions and final remarks
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THE DISCUSSION

Following the presentation, a selection of panellists answered key questions asked by the
moderator, Tit Albreht, Head of the Centre for Health Care, National Institute of Public Health,
Ljubljana (Slovenia) on HTA issues.

Elisabeth de Vries, European Society of Medical Oncology (ESMO):

1) What are the opportunities and challenges for ESMO and the Health Professionals community
in the implementation of the new HTA regulation?

2) How is ESMO preparing for the implementation of the new HTA regulation?

She shared the perspective of the medical society and how the new legislation provides an
opportunity to enhance the sustainability of healthcare systems, as it will improve the value of
care by prioritising market access to high-value therapies.

Elisabeth de Vries concludes by highlighting the need for ongoing evaluation and refinement of
the HTA system in order to ensure that it remains effective and responsive to the evolving
healthcare landscape and the potential of the new European HTA to improve healthcare
outcomes for patients and contribute to more sustainable healthcare systems in Europe.

For Elisabeth de Vries’s full answers, see annex 1.

Ansgar Hebborn, European Federation of Pharmaceutical Industries and Associations (EFPIA):
1) What are the opportunities and challenges of the EU-HTA-Regulation (EU-HTA-R) and its
implementation?

2) How are EFPIA and its member companies preparing for the implementation of the new HTA
regulation?

He shared the perspective of pharma companies, and how it is important to provide support to
national associations and their members that are asked to constructively support the national
implementation of the EU HTA Regulation and to adjust to changing national HTA processes.
Allin all, Ansgar Hebborn argues that the current fragmented approach to HTA across different
countries in Europe is inefficient and can lead to delays in patient access to new medical
treatments and stresses the importance of streamlining the health technology assessment
process in Europe to improve patient access to innovative medical treatments.

For Ansgar Hebborn’s full answers, see annex 2.

Antonella Cardone, Cancer Patients Europe:

1) What are the opportunities and challenges for cancer patients in the implementation of the
new HTA regulation?

2) How is Cancer Patients Europe preparing for the implementation of the new HTA regulation?
She shared the perspective of patients and how the HTA regulation should aim to accelerate
patient access by reducing the time between EMA regulatory approval and reimbursement
decisions across MSs through an efficient Joint Clinical Assessment (JCA) framework.

Overall, Antonella Cardone stressed the importance of patient-centeredness in developing and
implementing HTA processes and that patients should be considered partners in the process. In

addition, she emphasised the need for HTA processes to be transparent and inclusive, with

Pancreatic Cancer Europe ASBL — Registration number: 656.553.804 4
Headquarters: Square Ambiorix 10 - 1000 Brussels (BELGIUM)

Email: contact@pancreaticcancereurope.eu

EU Transparency register number: 791220833072-74



mailto:contact@pancreaticcancereurope.eu

Q T CANCER

L=, PATIENTS
PANCREATIC k ® EUROPE
CANCER EUROPE

opportunities for the patient to ensure their perspectives and preferences are fully considered
in the evaluation and adoption of new medical treatments.
For Antonella Cardone’s full answers, see annex 3.

Elaine Julian, The European Access Academy (EAA):

1) How is the EAA preparing for the implementation of the new HTA regulation?

2) What are the opportunities and challenges for a multi-stakeholder approach with the new
HTA regulation?

She shared the EAA group perspective and believed that combining different stakeholder/
collaborator perspectives from different geographical locations within the EU is much rather
an “additional benefit” for contribution to the implementation of the EU HTA Regulation than
it might be a challenge.

On the whole, Elaine Julian emphasises the importance of collaboration between stakeholders,
including patients, healthcare professionals, and industry representatives, to ensure that the
system is effective and meets the needs of all parties involved and advocates for the
implementation of the new HTA system as a means of improving healthcare outcomes for
patients across Europe.

For Elaine Julian’s full answers, see annex 4.

Ali Stunt, Pancreatic Cancer Action, UK:

1) What are the opportunities and challenges of patients’ participation in the HTA process based
on your practical experience in Scotland?

2) How is Pancreatic Cancer Action, a national organisation, preparing for the implementation
of the new HTA regulation?

In response to these questions, Ali Stunt shared the patient perspective and how that the
regulation could improve access to innovative treatments and technologies that could improve
patient outcomes and quality of life.

Overall, Ali Stunt emphasised the need for patient perspectives to be considered at all stage of
the decision-making process, from the initial evaluation of medical treatments to the final
adoption of health policies for the success of HTA, and that patient advocates have an important
role to play in ensuring that patient perspectives are represented in policy-making.

For Ali Stunt’s full answers, see the video at this link.

MEP Tomislav Sokol, EU Parliamentary Intergroup Challenge Cancer, also shared his message
on the issue of HTA regulation and Alfredo Carrato, Chairperson of PCE, concluded the event.

Watch the video on MEP Tomislav Sokol’s message
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BIOGRAPHY OF SPEAKERS

Jacqueline Daly, Cancer Patients Europe (CPE)

Jacqueline Daly co-founded East Galway & Midlands Cancer Support in 2012 and is the Director
of Services. A member of Cancer Patients Europe (CPE). She is a dedicated patient advocate
and campaigner, bringing awareness to local and national government agencies.

Maya Matthews, Head of Unit, European Commission, DG SANTE Directorate-General for Health
and Food Safety, Unit C2 — Health Technology Assessment

Maya Matthews is the Acting Director for Digital, EU4health and health systems modernisation
as well as Head of Unit for State of health, European Semester, Health Technology Assessment
at the European Commission’s Health and Food Safety Directorate General.

MEP Tomislav Sokol, EU Parliamentary Intergroup Challenge Cancer

MEP Tomislav Sokol is a Member of the Committee on the Internal Market and Consumer
Protection (IMCO), Special Committee on the COVID-19 pandemic (COVI), a Substitute Member
of the Committee on the Environment, Public Health and Food Safety (ENVI) and Committee
on Regional Development (REGI) in the European Parliament.

Tit Albreht, Head of the Centre for Health Care, National Institute of Public Health, Ljubljana

He is Head of the Centre for Health Care at the National Institute of Public Health of Slovenia,
President-elect of the European Public Health Association (EUPHA), Member of the Scientific
Committee of EUPHA. He has worked on national and EU policies in cancer control and cancer
care since 2006.

Elisabeth de Vries, European Society of Medical Oncology (ESMO)

Elisabeth de Vries, MD, PhD is Professor of Medical Oncology at the University Medical Centre
Groningen, Groningen, the Netherlands. She has been ESMO Cancer Medicines Committee
Chair (2018-2019), the ESMO-Magnitude of Clinical Benefit Scale Working Group Chair (2016 -
2019) and also serves as a member of ESMO Council.

Ansgar Hebborn, The European Federation of Pharmaceutical Industries and Associations (EFPIA)
Ansgar Hebborn is Roche's Head of European Access Policy Affairs. He chairs EFPIA’s European
HTA Working Group which coordinates EFPIA’s engagement on the EU HTA regulation. During
the past 15 years, Ansgar has taken active roles as advisor and stakeholder representative in
various HTA collaboration networks. He has co-authored a number of HTA-related publications.

Antonella Cardone, Cancer Patients Europe (CPE)

Antonella Cardone is the CEO of CPE Cancer Patients Europe. She has an extended expertise in
Patient Advocacy, and is currently Advisor to the Board of Pancreatic Cancer Europe (PCE). She
has been Vice-Chair of PCE.

Elaine Julian, The European Access Academy (EAA)

Elaine Julian is a member of the Secretariat of the European Access Academy, a multi-
stakeholder initiative aiming to facilitate and support the development of a joint European
value framework for the assessment of innovative health technologies. Elaine holds a PhD in

Biomedical Sciences, Master’s in Medical Biotechnology and Bachelor’s in Molecular
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Ali Stunt, Pancreatic Cancer Action, UK, and member of PCE Board

Founder and CEO of Pancreatic Cancer Action, UK Ali is a key opinion leader and spokesperson,
founding board member and President of Pancreatic Cancer Europe 2018/19. She is presently
a PCE Board member.

Alfredo Carrato, Chairperson of PCE

Alfredo Carrato is presently Emeritus Professor of Medical Oncology at Alcala University and
Director of the Research Group on Pancreatic Cancer at Ramon y Cajal Research Institute-
IRYCIS, as well as at the Spanish Network of Cancer Research — CIBERONC, both in Madrid,
Spain. He is the Chairperson of Pancreatic Cancer Europe.
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Webinar - The European Health Technology Assessment Regulation: the
political will

1) What are the opportunities and challenges for ESMO and the Health Professionals community in
the implementation of the new HTA regulation?

The European Society for Medical Oncology (ESMO) welcomes the HTA Regulation, which will kickstart joint
work on cancer indications and advanced therapies. We consider the new Regulation to be an important
opportunity to improve access to innovative therapies, provided that the intended joint work, i.e., Joint Clinical
Assessments (JCAs) and Joint Scientific Consultations (JSCs), is implemented in a consistent manner
across the entire European Union (EU).

As to the opportunities of the HTA Regulation and the unified procedures that come with it, the new legislation
may lead to enhanced ‘accountability of reasonableness’ in HTA processes across Europe as it will help
develop a high level of expertise in the evaluation of clinical benefits of new cancer therapies. It will also
enable the pooling of expertise from countries and relevant European bodies involved in the joint HTA work.
Furthermore, the new measures, including the reporting from the new EU bodies and publicly accessible
webpage of the IT platform, will improve the transparency of HTA processes.

The Regulation - through the joint EU-wide work on HTA - holds great potential to reduce fragmentation and
unnecessary duplication of HTA processes, which could ultimately impact patient access to innovative cancer
treatments.

Moreover, the HTA Regulation sets the foundation to create infrastructures for a centralized approach to
market access agreement negotiation. This could be particularly advantageous for those countries that
struggle to access certain medicines due to their relatively weak negotiating positions.

Finally, the new legislation provides an opportunity to enhance the sustainability of healthcare systems, as it
will improve the value of care by prioritizing market access to high-value therapies. It may also contribute to
better pricing by developing a centralized approach to market access negotiations, which could also impact
price transparency.
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As to the potential challenges in implementing the HTA Regulation, it is key that health professionals
understand how to impact decision-making in HTA and inform the overall process. As such, there is a need
to raise awareness and educate oncologists on these issues.

What is more, a common problem for clinicians is understanding and articulating the trade-off between value
for money, the intrinsic value of cancer drugs, and the health impact on a country’s population. It may also
be challenging to report how a surrogate endpoint is relevant and what the perception is on the toxicity-
benefits of medicines.

2) How is ESMO preparing for the implementation of the new HTA regulation?

As the leading medical oncology professional society, ESMO has prepared itself to be a major consultative
resource to assist the joint HTA processes that will be carried out at the EU level. To this end, ESMO has
developed and is preparing various supporting tools:

ESMO-MCBS

ESMO has developed the ESMO-Magnitude of Clinical Benefit Scale (ESMO-MCBS) to assess the value of
cancer care and prioritize medicines and address the challenges of the appropriate use of limited resources
to deliver cost-effective and affordable cancer care. When used from the outset of Joint Clinical Assessments,
the ESMO-MCBS may be instrumental in prioritizing medicines and helping to avoid possible duplication of
efforts. Itis used as part of HTA processes by authorities, regions, and oncology societies in various countries
- including Australia, Austria, Belgium, Brazil, Germany, Israel, Singapore, Slovakia, South-Africa and Spain.
The ESMO-MCBS 1.1 for solid tumors will soon be upgraded to ESMO-MCBS 2.0. Moreover, the ESMO-
MCBS (H) will soon be released for hematological malignancies.

ESCAT-scale

The ESMO Scale for Clinical Actionability of molecular Targets (ESCAT) contributes to the rapidly evolving
field of precision medicine. This scale aims to facilitate the identification of those patients with cancer likely
to respond to precision medicines. It also defines clinical evidence-based criteria to prioritize genomic
alterations as markers to select patients for targeted therapies. This scale may be a helpful tool to inform on
the value of new medicines, the priority setting, and coverage decisions.

Approach to identify bias in studies
ESMO has described a structured approach to identify bias that may distort the results of clinical studies.
This approach may help with enhancing nuance in HTA evaluation processes.

Approach to structured HTA decision-making
ESMO, in collaboration with the London School of Economics (LSE), is developing a weighted approach to
structured HTA decision-making. These efforts may help create an infrastructure for a centralized approach
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to market access agreement negotiation, which would be particularly advantageous for countries with weak
negotiating power.

Value-based reimbursement model

ESMO is developing a geographically adapted value-based reimbursement model to tackle issues related to
the reimbursement of expensive, innovative medicines. When completed, it may be of great value for
supporting reimbursement decisions made at the national level.

ESMO Clinical Practice Guidelines

The ESMO Clinical Practice Guidelines are prepared and reviewed by experts and based on the findings of
evidence-based medicine. They provide medical oncologists with a set of recommendations to provide the
best care options.

ESMO surveys on access to cancer medicines

ESMO studies and monitors the availability, out-of-pocket costs, and accessibility of cancer medicines
globally. Work is ongoing on the 2.0 version of the Antineoplastic Medicines Study (ANMS), which lays out
the extent of current inequities in accessing cancer medicines. ESMO is also conducting a study on the
Availability and Accessibility of Biomolecular Technologies in Oncology in Europe to provide a
comprehensive overview of availability of biomolecular technologies to patients.

ESMO stands ready to help the EU institutions, HTA bodies, and the wider healthcare professional
community implement the HTA Regulation through the support of its dedicated tools and members’ expertise.
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Ansgar Hebborn, European Federation of Pharmaceutical Industries and Associations (EFPIA) and F.
Hoffmann-La Roche AG, Switzerland

1) What are the opportunities and challenges of the EU-HTA-Regulation
(EU-HTA-R) and its implementation?

For patients across the EU, the implementation of the EU-HTA-R represents a unique opportunity
for timelier decision making in Member States and increased opportunities for more timely access
across the EU, one of the key objectives of the EU Pharmaceutical Strategy.

This is based on the assumption that there will be

- Increased predictability of the EU-level evidence assessment process and how it affects
corresponding national assessment and decision making processes

- Clear and more coherent clinical evidence requirements across the EU, especially in light of
innovative medicine pipelines, evolving medicine development and regulation paradigms

- More efficient clinical evidence generation informed by the needs of all decision makers

- Increased predictability in the interpretation of clinical evidence by HTA experts

We believe - also informed by the experience gathered in the many pilots during the various Joint
Actions - that these opportunities can only be realised when

- Health Technology Developers (HTDs), patients, clinicians, other experts with their unique
insights are actively involved throughout future Joint Scientific Consultations (JSC) and future
Joint Clinical Assessments (JCA) processes

- Future EU JCAs focus on what is commonly required by the Member States so that it is more
than just an amalgamation of diverging national evidence requirements and methodologies
and becomes workable for both, assessors and companies

- JCAs are well integrated into national decision making processes to ensure effective use of
EU JCAs

- state of the art assessment methodologies are applied that can reflect the specificities of a
health technology (see also EU-HTA-R Art. 4)

- EU HTA processes are adequately resourced e.g. to ensure that all companies that seek early
advice about clinical evidence generation that meets the needs of all decision makers can
have it. JSCs are a critically important starting point for high quality future JCAs.

Challenges that we currently face

- Preparing for JCA submission for a new molecule will take easily 12 months. We are quickly
running out of time. We should not approach 2025-2030 as the implementation and
experimentation period.

- There is considerable uncertainty regarding the specific processes and methodological
framework that will finally be adopted as the basis of JCAs in 2025. We have had the chance
to comment on EUnetHTA21 draft guidance documents. While some of our comments have
been taken on board, we remain concerned that key elements of the proposed framework
pose substantial risks for the quality, workability and overall value of the future JCA
framework. EFPIA is committed to constructively contribute to finding improved solutions
with the EC, the EUnetHTA21 and the EU HTA Coordination Group.

- There is a high likelihood that many HTDs with products in JCAs in 2025 and 2026 will not
have had the opportunity of Joint Scientific Consultations, which is the critically important

1
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starting point for a high quality JCA. We are grateful for the ongoing efforts of EC, CG and
Member States to find solutions to increase capacity during the remainder of the
implementation phase and beyond.

- While a number of Member States have started to plan for the arrival of the new system and
the integration of future Joint Clinical Assessments, others have not yet been able to identify
the necessary resources to do so. We are in contact with our national associations to raise
awareness about the EU HTA regulation and its opportunities and to support national
preparedness.

- Internally we do face the challenge to explain the new framework in more detail, its potential
benefits compared to the status quo, and the need to establish a new (parallel) operational
model for EU JSCs and JCAs within the next 12 months.

2) How are EFPIA and its member companies preparing for the
implementation of the new HTA regulation?

Individual company members of EFPIA

- There is very limited time to prepare, especially for companies with JCAs in 2025
- Certainly larger companies have established internal cross-functional workstreams to prepare for
the internal implementation of the EU-HTA-R back in 2021/2022
o Need to plan for new EU-level processes, initially in parallel to the existing national HTA
submission framework, coming with resource requirements but with rather uncertain
opportunities and risks when compared to the status quo
o review of portfolio to understand if there are products they may be jointly assessed in the
coming years, assess the opportunity to request JSCs and the required resources
o to get clarity on the concrete rules and principles of the new EU HTA JSC and JCA
processes
o to develop a new operational model that integrates cross-functionally HTA experts,
statisticians, clinical scientists, regulatory specialists, access and commercial functions
and their existing ways of working in the most critical pre-launch phase of a product’s
lifecycle
to secure the required incremental resources
to provide the HTD perspective on the implications and potential impact of proposed
implementation principles and rules in the external debate
- Smaller companies unlikely have resources to start planning for product JCAs at this stage while
there is still considerable uncertainty about the final rules and principles

EFPIA as EU industry association and its role

- Represent the consolidated perspective of its members (companies and national associations)
towards the EU-HTA-R and its implementation: participation in consultations and in the wider
public debate

- Develop evidence to illustrate industry considerations, concerns and proposals and support the
constructive engagement with EUnetHTA21, Coordination Group and EC

- Provide support to national associations and their members that are asked to constructively
support the national implementation of the EU HTA Regulation and to adjust to changing national
HTA processes

EFPIA is committed to constructively contribute to the co-creation of the new EU system
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QUESTIONS TO PANELLISTS

Antonella Cardone, Cancer Patients Europe (CPE), Belgium

What are the opportunities and challenges for cancer patients in the implementation of
the new HTA regulation?

EU HTA Regulation presents a unique opportunity for patients and health care systems
across the EU with the potential to accelerate and broaden the access to

innovative treatments. Innovation does not make much sense if patients for whom new
technologies or therapies are intended cannot have access to them. Once a new treatment
has gone through a process of an average ten years of research and development, three
further milestones have to be reached before patients have access to it:

1. Marketing authorization, done by EMA (European Medicines Agency) to assess the
guality, the safety, and the efficacy of the therapy. It is a centralised process.

2. Market access, done independently at MS level and often at sub-national level

3. Patient access, which is about the use of the innovation by patients through the
prescription by a specialist.

As things are now, Market and Patient access determine huge inequalities among MSs.,
ranging between 7% in Latvia and 98% in Germany. This means that all the EMA approved
therapies receive market access in Germany and very few in Latvia. If we look at the time
taken for a new health technology to receive a formal positive reimbursement decision, it
ranges between 86 days in Denmark and almost 1000 days in Latvia on average.

We go from less than 3 months to almost 3 years. This means that a cancer patient who has
the fortune to be born in Denmark has access to a lifesaving treatment more that 2 years
before an EU citizen that was born in Latvia.

So, where do we expect the EU HTA regulation can help improving the current situation?



The new EU HTA should aim to accelerate patient access by reducing the
time between EMA regulatory approval and reimbursement decisions across
MSs through an efficient Joint Clinical Assessment (JCA) framework.

To do so:
e The JCA report should be available to MSs in a timely fashion and should
be systematically used in local appraisals.
® The assessment methods should be of high-quality building on what is
used in the regulatory approval while the evidence standards should remain
flexible to account for the specificities and reality of new innovative
treatments.
® The process should be transparent and inclusive, fair to patients and all
other stakeholders helping to build trust in the new system.

In doing so, the EU HTA Regulation presents great opportunities not only to
accelerate access to innovative technologies, but also to reduce inequalities
in accessing innovative treatments, as it will facilitate:

e Increased speed of access to new health technologies, especially for
smaller EU countries.

e Centralised methodologies may help reduce variation and support
advocacy work.
Where inconsistencies in access arise across member states due to
differences in local methods, having access to the centralised JCA
report may provide advocacy groups with something with which to
challenge national
decisions.

e Better coordinated and aligned early advice to industry via the JSC
(joint scientific consultation) may improve efficiency in the reimbursement
process.

Risks and areas of concern from the patient side

1. Meaningful patient insight must be embedded systematically from the
outset. Currently the wording in the Regulation is quite vague. This may lead to
‘patient engagement’ being seen as a tick-box exercise, rather than a normal
practice.

2. Conflict-of-interest criteria must not unreasonably exclude valuable patient
perspectives.

3. Awareness of the Regulation development process during the
Implementation Period and what advocacy should do (and when) is not
adequate



4. How patient organisations will be selected for consultation during HTA is
unclear.

5. Improving accessibility to documentation on the Regulation must be
considered a priority.

6.The Regulation text lacks a mandate for Member States to use Joint Clinical
Assessment (JCA) outcomes.

7. It will be a missed opportunity if the Joint Scientific Consultations (JSC) do
not give sufficient consideration to the importance of early patient insight —
and how this can help companies optimise clinical trial design.

How is Cancer Patients Europe preparing for the implementation of the new
HTA regulation?

I would like to start with what we believe is needed on the patient's side, and
that is:

e The establishment of central coordination of the cancer patient voice into the
EUnetHTA-21 consultations

e A set of clear expectations around the inclusion of the patient voice in the
JSC and JCA processes to be presented to the EC, EUnetHTA-21 and the
Coordination Group

® Increased awareness across the European advocacy community of
the Regulation and the various consultation milestones relevant to cancer patients

e Campaign for dedicated, well-trained resources to support patient engagement
throughout the JCA and JSC processes and increase HTA competency among
patient organisations beyond the Regulation

e Engagement with senior clinical and academic voices to guide on gathering
patient data that matters

e Highlight accessibility challenges to the process and facilitate the
engagement of patients. List specific concerns around accessibility, including
language barriers, unrealistic timelines, and complexity of the processes
needed to input into the consultation and pilot, and provide this to relevant
parties involved in coordinating the Regulation.

e Challenge conflict of interest policies that will unduly restrict the
patient's voice. We should create a consensus statement from as many



influential organisations and representatives as possible stating our
position on conflict-of-interest criteria and the risk of limiting critical
patient input.

What we are doing:

We are establishing a task force, including all the relevant stakeholders. We are developing
awareness and educational materials and would like to focus our effort at the country level
as actors in MS seem to be very relaxed and are not preparing for the implementation of the
new regulation.
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The European Health Technology Assessment Regulation: the political will
Webinar
Tuesday, 28 February 2023, 15:00-16:30 CET
QUESTIONS TO PANELLISTS

Elaine Julian, The European Access Academy (EAA)
How is the EAA preparing for the implementation of the new HTA regulation?

The European Access Academy (EAA) was founded as a multi-stakeholder initiative in 2021 and aims
to facilitate and support the successful preparation and implementation of the EU HTA regulation by
identifying key challenges and approaches to address these challenges. The EAA is taking an academic
approach, with the EAA Faculty as a steering committee consisting of esteemed experts combining a
broad competency from different stakeholder/ collaborator groups across Europe. In particular within
the complex process of implementing the EU HTA Regulation for the benefit of patients and of society
as a whole, academics have an important role as mediators and moderators which the European Access
Academy is aiming to fulfil.

The work of the EAA is based on two conventions per year which are hosted at different European
Universities, e.g., Copenhagen University for the inaugural Convention, Vlerick Business School in
Brussels for the 2022 Fall Convention and Utrecht University for the upcoming EAA Spring
Convention. For each convention we collaborate closely with a local senior academic host and also
involve more junior researchers in the EAA’s work aiming to support their academic advancement.
Representatives from the relevant stakeholder/ collaborator groups actively participate in the
conventions incl. in the EAA Working Group Sessions. In addition, a public session with impulse
presentations from leading experts and a panel discussion are available to a broad audience via
webstream.

In preparation for each meeting a research questionnaire is developed and widely distributed to create
insights from the various stakeholder/ collaborator groups which then form the basis for the working
group discussions at the conventions. Focus topics so far were opportunities and challenges for EU
HTA in relation to Europe’s Beating Cancer Plan, the roles and challenges for stakeholders &
collaborators within the EU HTA process, and for the upcoming convention the status of preparations
for application of the EU HTA procedure from January 2025. The findings of the EAAs work, i.e., of
the research surveys and working group discussions at the conventions are published in peer reviewed
journals, available as convention proceedings and as recordings from the convention on the EAA

website (https://www.euaac.org/publications).
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What are the opportunities and challenges for a multi-stakeholder approach with the new

HTA regulation?
The EAA network consists of HTA experts across various EU countries and across various stakeholder/
collaborator groups (incl. patients’, clinicians’, regulatory, Health Technology Developers’,
representatives as well as national HTA bodies, payers, policy makers and academic representatives),
thus combining a vast spectrum of HTA experience. Further to the members of the EAA network itself,
the EAA’s work and output reach a wide audience via the biannual EAA conventions and via the content
published in peer-reviews journals and on digital channels. In addition, the EAA Faculty applied for
participation in the EU HTA Stakeholder Network in order to also contribute directly within the EC’s
governance structure for the centralized HTA process and within close collaboration with the

Coordination Group and the relevant subgroups and committees.

The inclusion of different perspectives and cross-European competencies in the discussions, thereby
developing a balanced output which is then published via different channels is a great advantage in
terms of relevance and in terms of applicability of the EAA’s findings. This is corroborated by findings
of the EAA’s research work around the 2022 Fall Convention in Brussels, indicating that there is a
discrepancy in the perception of stakeholder involvement in EU HTA by key stakeholder/ collaborator
groups (patients’, clinicians’, regulatory and HTD representatives) themselves — which rate their
involvement consistently lower than the external view of HTA bodies, payers and policy makers (Van
Haesendonck et al., manuscript under review at Value in Health). Further, for each stakeholder group
to successfully fulfil their envisioned role profile within the EU HTA process key activities including
but by far not limited to capacity building, clarification on political and financial support, and

establishment and alignment of standardized processes (Desmet et al., manuscript in preparation).

While it might be considered that the “system” is not set up for multi-stakeholder input but rather
separate input from each stakeholder group e.g., via public consultations, via the stakeholder network,
etc. the EAA Faculty, who are shaping and leading the EAA’s work agenda, believe that combining
different stakeholder/ collaborator perspectives from different geographical locations within the EU is
much rather an “additional benefit” for contribution to the implementation of the EU HTA R than it
might be a challenge.



