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ABSTRACT

The article explores the challenges and opportunities presented by the implementation of the EU Health Tech-
nology Assessment Regulation (EU HTAR). It highlights the varying degrees of readiness among Member States
(MSs) and the perceived concerns regarding loss of sovereignty. The discussion emphasizes the importance of
national preparedness, reducing bureaucratic inefficiencies, and fostering transparent communication among
stakeholders. The article also underlines the critical role of Joint Scientific Consultation (JSC) in optimizing regu-
latory and HTA processes, advocating for an expansion of JSC slots and selection criteria. Moreover, it calls for
greater involvement of clinicians and patient advocacy organizations to enhance trust and facilitate effective
implementation. Ultimately, the article argues that strengthening collaboration, optimizing regulatory pathways,
and ensuring comprehensive stakeholder engagement are key to realizing the full potential of the EU HTAR and

improving patient access to innovative medicines across Europe.
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Introduction

In May 2024 the ETTHICS think thank (European Think Tank
on Health Innovation and Competitiveness for Sustainability)
was put in place to discuss equitable access to new medi-
cines by reflecting on the EU’s common problems and pro-
posing some ways forward. The initial objective of ETTHICS
was steering, facilitating, and coordinating a think tank for
selected healthcare systems topics to contribute to a better
understanding of the dynamics and their impact in Europe,
and initially focused on the EU HTA Regulation that came into
effectin January 2025 as a way to improve access to medicines
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in Europe (1). This regulation is different in many aspects from
other EU regulations, mainly because it’s a federated process
coordinated and not led by the European Commission. In the
current context, we believe it is an opportunity for the prog-
ress of the healthcare industry and the EU overall.

Continuing their series of meetings, ETTHIC members
convened in Barcelona in November 2024 to review develop-
ments that had occurred since their previous meeting in May
2024 and to discuss the approaches being taken by mem-
ber states to the implementation of the EU HTA regulation.
Former HTA (Health Technology Assessment) people with
extensive policy exposure in their home countries were asked
to join the group bi-annually to provide reflection and opinion
on the latest developments in healthcare and drug policies.

In the past ETTHIC has advocated that the implementa-
tion of the EU HTA reform legislation (1,2) will require sig-
nificant effort at different levels: pan-EU legislation and the
national policy level, the development of methodologies,
transparent communication, trust-building and effective sup-
port between member states, to mention but a few.
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Well aware that the EU HTAR has a learning curve, we
focussed the discussion on two elements: (a) progress at the
national level and (b) addressing implementation success.

(a) Member States (MS) national preparedness

When looking at the recent national developments we
focused on countries represented by the think tank members.

Italy is still in a transition phase currently implementing
a redesigned AIFA (Agenzia Italiana del Farmaco — ltalian
Medicines Agency) organization and procedures, where the
JCA (Joint Clinical Assessment) process needs to be inte-
grated. As per the public declarations prior to the meeting,
there is a strong intention of the new AIFA to support the
pan-EU processes and to include the resulting JCA report in
the local HTA assessment. A non-binding opinion on the JCA
has been listed among the activities of the new Scientific and
Economic Committee (CSE) by the relevant regulation. The
CSE (3) is the new committee supporting AIFA in the scientific
and economic assessment of new medicines. After the meet-
ing (on the 28th of April 2025) a Working Group was estab-
lished in AIFA to manage the EU HTA Regulation. The group
is made up of 8 members and a coordinator coming from
AIFA’s staff; The group will mainly participate in the JCA pro-
cess (supporting the PICO scoping phase, the JCA Subgroup
-or direclty joining the JCA Subgroup), acting as assessor and
co-assessor for the procedures assigned to AIFA and support-
ing the CSE (the JSC -Joint Scientific Consultation-, acting as
assessor / co-assessor or as ad hoc representative in the JSC
Subgroup) (4). However, the Innovativeness and Price and
Reimbursement (P&R) Dossier has not been updated so far
to incorporate the JCA. Also, it will be necessary to increase
resources on a country level to support EU HTAR require-
ments, as it was stated by the new AIFA’s President (5), who
expressed concern that new resources have not been fore-
seen by Italy’s 2025 Financial Law.

Poland, one of the biggest CEE countries could benefit
from the JCA implementation in terms of faster and broader
approval, although there is still some internal resistance; a
few key positions have been onboarded to the JCA process
but there is still some perception that not enough capacity
may be in the system overall to support the pan-EU pro-
cesses. AOTMIT (Agencja Oceny Technologii Medycznych i
Taryfikacj or Agency for Health Technology Assessment and
Tariff System), the Polish HTA body and relevant stakeholder,
has joined the Heads of HTA Agencies Group (HAG) in what
seems an approach to EU.

Spain is an example of a country that has done major
legal reforms locally and is committed to being strongly
involved in the process even if the details of how the reform
is going to be grounded are still missing. While there is less
concern about leveraging the JCA report within the local
HTA assessment process, it will be necessary to allocate the
resources required to support the JCA and JSC processes on
a European level. As the national scaffolding has been rein-
forced, the details of the methodologies and processes that
will be used are still to be defined, so although in principle it
is a good opportunity, there are a lot of expectations on how
the details will pan out (and there is where the interpretation
and implementation difficulties may reside).
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On a more proactive side, The Netherlands has been
already very concrete, and appointed ZIN (Zorginstituut
Nederland —The National Health Care Institute) to oversee
the evaluation process at least till 2030. The government has
provided some extra funds and with that secured, has stayed
deeply involved in the JCA production and the EU discus-
sions. As a consequence of its new role, ZIN should become
a relevant stakeholder not only in developing the methods
but also in driving the design and governance of the new EU
HTAR; we anticipate ZIN taking an important role in moni-
toring the implementation of the EU HTAR and evaluating
potential improvement areas already in the early phase for
Advanced Therapies and Medicinal Products (ATMPs) and
Oncology Medicinal Products (OMPs).

Both France and Germany, who led the development of
the EU HTAR and have made most of the necessary reforms
to adapt their internal process while preserving their build-
ing blocks, seem well-prepared. G-BA (Gemeinsamen
Bundes-Ausschuss or Federal Joint Committee) and HAS
(Haute Autorité de la Santé or High Health Authority) both
acknowledged that a major challenge of the reform will
be to keep PICO (6) requirements for the JCA assessment
manageable. This is something which was underlined by
industry associations, including EFPIA (European Federation
of Pharmaceutical Industries and Associations), EUCOPE
(European Confederation of Pharmaceutical Entrepreneurs),
and ARM (Alliance for Regenerative Medicine) and is seen as
one of the biggest uncertainties for HTDs (Health Technology
Developers) in their effort to prove the HTA value of their
innovative medicinal solutions. The resources committed by
these two countries have not significantly changed.

We want to refer to and learn from the UK as an example
of a country that was recently a member of the EU regulatory
system but which now has to engage with the global life sci-
ences industry on its own. Its experience in this regard may
offer important lessons on how to remain attractive to HTDs.
The decision by the UK to leave the European Union in 2016
and the subsequent departure from most EU institutions in
2020 has led to changes in the approach to the regulation
and adoption of new health technologies. The immediate
concern was to ensure that the UK maintained access to new
treatments given the small size of its market relative to the
purchasing power of the EU, by creating a nimble and flexible
regulatory environment.

The UK’s medicines and devices regulator (MHRA -
Medicines and Healthcare products Regulatory Agency)
introduced new routes for fast-tracking the approval of med-
icines, such as the Innovative Licensing and Access Pathway
(ILAP) (7) to support innovation and accelerate patient access
to breakthrough treatments. It also established mutual rec-
ognition agreements and collaborations with international
regulators.

In 2021 MHRA revised its regulatory framework for clini-
cal trials to align with UK-specific requirements and updated
its guidance for medical device manufacturers to reflect the
new UK Conformity Assessed (UKCA) mark, replacing the
EU’s CE mark. NICE (National Institute for Health and Care
Excellence) has also leaned into the effort to present the UK
as an attractive place to introduce new health technologies.
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Its ambition is to increase the number and speed of its tech-
nology appraisals and to expand its capacity for evaluating
MedTech and digital products. As well as collaborating with
the MHRA on accelerating the evaluation of new technolo-
gies with innovative potential, NICE introduced what it calls
a proportionate approach to technology appraisal in 2022
and revised its methods to support rapid access to new
treatments, particularly in areas of unmet medical need.
Additionally, NICE has increased its focus on engaging with
global HTA bodies, to exchange ideas and experience in a bid
to remain a leader in HTA.

Overall, some countries have positively incorporated as
much as possible of the new legislation into their local pro-
cedures whilst others are not yet fully prepared and still
engaged in some internal debates about how to best comply
with the requirements of the new EU HTAR. The UK’s experi-
ence of implementing significant local reforms in the UK will
be worth watching both as a potential ‘competitor’ for the
first market launch and to stay alert for any industry-friendly
approaches that might be transferable to the EU.

As a think tank, we are aware that the slow and some-
times uncertain preparation for the implementation of the
reform was also a consequence of the ‘loss-of-control’ per-
ception from some MSs and the lack of European resources
to implement the new regulation. In terms of policy, this is not
a minor issue. It reinforces the need to build trust between
MSs and the need for effective support between them (i.e.,
resourcing, best practice sharing, identification of improve-
ment areas, etc.). At the same time, it will be necessary to
build a strong bottom-up support mechanism locally (albeit
informal) in parallel to the HTACG (HTA Coordinating Group)
managed top-down implementation of JCA and JSC.

Sovereignty is frequently flagged as a policy and political
problem in several MSs, although the legislation was carefully
crafted to protect national authorities with the reimburse-
ment decision and leaving the more technical part where
economies of scale could be sought at an EU level.

However, from our point of view, the fear of disempower-
ment may be misplaced, as local processes appraising the rel-
ative clinical value as well as assessing non-clinical domains
and managing pricing are retained MS level. Still, existing
concerns could be eliminated by the fruitful participation of
MSs in the PICO assessment scoping phase, where MS have a
‘one shot’ opportunity to intervene. Alternatively, we would
advocate for the establishment of formal and informal col-
laboration networks within the HTA and evaluation teams,
steered by the Coordinating Group and the HTA Secretariat,
creating transparency and a robust local infrastructure that
could both support the evaluations (JCA & JSC) and efficiently
implement the reforms locally. In fact, HTA evaluation teams
will have to work together and constitute a network while
producing JCA and conducting JSC. So existing concerns may
be tempered while gaining experience in the production and
use of JCAs and the conduct of JSC.

(b) EU HTAR implementation (and its success):

What will success look like? Our second think tank topic
was about the definition of “implementation success”. Many
(8) have advocated the need to define easy-to-measure KPls

EU HTA Reform from a Pan-EU and MS Level

(Key Performance Indicators) to follow up with the imple-
mentation of the reform and learn quickly about areas for
improvements and prepare for corrective actions; the EU
HTA Secretariat has defined some landmarks at which the
implementation should be revisited (9). The first official
feedback collection has been announced for 2028, broaden-
ing the EU HTAR for Orphan Drugs in addition to ATMPs and
OMPs, before extending to all medicinal products in 2030.
We acknowledge these EC efforts constantly collecting feed-
back from healthcare system stakeholders, monitoring the
efficiency of the reform, and the achievement of reform
objectives. However, we are convinced that there are at least
two major topics that should be addressed immediately from
a policy and implementation perspective.

First, the fast, traceable, and visible reduction of bureau-
cracy will generate meaningful benefits for the wider com-
munity. From the beginning, MSs should very much leverage
the efficiencies available as a result of the pan-EU processes,
in their local procedures — most importantly the JCA report.
Local HTA authorities will play an important role in identify-
ing and eliminating non-value-generating process steps while
accelerating the local processes for bringing innovative med-
icines to their patients.

The second important topic is fast and transparent com-
munication among all healthcare system stakeholders, espe-
cially between MSs but also fostering better communication
within the Stakeholder Network. Participants should actively
share learnings and best practices, but also improvement
opportunities by proposing changes leading to removing
inefficiencies embedded in the new reforms. Such efforts will
harmonize and increase the quality of results across Europe.
We are convinced, that this will create a positive narrative of
success built on individual and shared positive experiences.

In our opinion, clinical societies will be an important part-
ners in this endeavor. We have advocated in the past that
they may not perceive themselves as part of this process,
which detaches them from the successful implementation of
the reforms potentially frustrating the faster introduction of
new medical solutions for patients. This is inconsistent with
the important role clinicians play in the development phase
of new drugs and devices. Their experiences and insights,
complemented by patient insights on health-related quality
of life are currently leveraged by many HTDs R&D depart-
ments but also by authorities and payers. Importantly they
will be needed as clinical experts during the JSC and JCA
process. Therefore, their direct (following ZIN’s approach) or
indirect (better awareness) participation in the implementa-
tion of the new EU HTA processes is a requirement, and not
enough effort has been put into engaging with them.

We should not underestimate the increasing power of
patients and patient associations who increasingly partici-
pate in the trial design process and in the valuation of the
appraisal and implementation of new technologies. The
involvement of pan-EU associations will become critical as
their advice is increasingly sought, and they are likely to be
a key partner by MS in evaluating the new approvals in the
national phases.

Finally, success will be achieved when at the end of the
JCA process a high-quality, decision-relevant JCA dossier is
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produced and effectively incorporated into the national HTA
assessments. It is our expectation, that EMA and the HTACG
will collaborate closely to ensure the efficiency of the new
process and support HTDs in their effort to generate the
requested evidence for innovative medicinal products.

In this context, the think tank strongly agreed that there is
a major role for JSC (Joint Scientific Consultation) as a corner-
stone of the EU HTAR. The more that HTDs are able to collect
high-quality and decision context relevant advice from a JSC,
the closer the development of evidence will align with the
needs of EMA and HTA. Such input will result in appropriate
clinical trial designs generating meaningful evidence for regu-
latory and HTA requirements, and help build trust among MS.

Unfortunately, the EU Secretariat has provided only a
very limited number of JSC slots and the announced qualifi-
cation criteria seem quite restrictive as well. We very much
recommend increasing the number of JSC slots as well as
opening wider selection criteria and with that allowing a
larger number of HTDs to collect joint feedback at an earlier
development stage of their innovative medicine. A potential
solution for such expansion could be applying fee-for-service
contracts (as for EMA or FDA) -with the appropriate waivers-
so that more capacity is built within the HTA system.

Conclusion

After an intense discussion about (a) Member States
national preparedness and (b) EU HTAR implementation suc-
cess, based on experiences of think tank members of a small
number of EU countries, we concluded that there is still a
considerable difference between the 27 MSs about how they
are embracing the new EU HTA regulation, and we foresee
the risk of not achieving the initial EC objectives: to reduce
bureaucracy, improve efficiency, increase the quality of HTA
assessments and generate equal access to innovative medi-
cines across EU faster.

Netherlands and Poland give a clear picture of the global
situation at the EU level: the readiness for the EU-HTA regu-
lations varies to a great extent.

For the successful implementation of the reform, all the
different stakeholders need to be better empowered, prefer-
ably on a pan-EU level to pursue the implementation of the
EU HTAR, and at the same time they need to confirm their
commitment to take such responsibility.

We should not neglect the important role that patient
advocacy and clinician organizations/scientific societies will
play in this new reform. Although PICOs and the JCA process
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seem to be the main focus, the development of a strong JSC
also needs full support, making it an insightful feedback plat-
form widely accepted and leveraged. In our opinion, this will
help reduce (improve) the failure rate of HTDs pipeline prod-
ucts, which is a burden on health systems and companies.
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