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mentation of the European Union HTA Regulation (EU HTAR), in place since January 2025, marks a pivotal shift
towards a more harmonized and collaborative approach to HTA across EU Members States at the European level.
Nuclear medicine, particularly with the rapid evolution of targeted radionuclide therapy and theranostic ap-
proaches, must strategically position itself within this new framework. In this editorial we outline a strategic
framework proposal for strengthening HTA integration in the field. By aligning healthcare innovation with

regulatory standards for safety, efficacy, and reimbursement, the European Association of Nuclear Medicine
(EANM) aims to support equitable patient access, inform national reimbursement decisions, and promote sus-
tainable adoption of nuclear medicine technologies across Europe.

1. Introduction

Health Technology Assessment (HTA) provides evidence-based
evaluations of the clinical effectiveness, safety, and economic value of
health technologies. Amid rising costs, HTA is essential to sustaining
publicly funded healthcare by guiding pricing and reimbursement de-
cisions based on health outcomes (including impact on patients’ quality
of life and overall survival), cost-effectiveness, budget impact, and
broader societal value. Heterogeneity in national HTA practices across
Europe has led to unequal patient access, motivating EU-level action.

In 2017, the European Parliament urged the European Commission
to harmonize HTA at the EU level to improve access to medicines and
medical devices, ensure transparent HTA and reduce duplication. This
culminated in Regulation (EU) 2021/2282 on HTA (EU HTAR), in place
since January 2025 (Fig. 1) [1].

The HTAR covers medicinal products seeking centralized marketing
authorisations and selected high-risk medical and in vitro diagnostic
devices, with staggered implementation timelines. Since January 2025,
the Regulation applies to cancer medicines and advanced therapy me-
dicinal products (gene and cell therapies). From 2026, selected high-risk
medical and in vitro diagnostic devices will undergo joint clinical
assessment (JCA), with eligibility determined by the HTA coordination
group (HTACG), unlike medicinal products assessed without prior se-
lection. From January 2028, its scope will extend to orphan medicinal
products, and from January 2030, it will cover all medicinal products.

Under the HTAR, a JCA report shall be published and is “limited to a
description of the scientific analysis: (a) of the relative effects of the health
technology as assessed on the health outcomes against the chosen parameters
which are based on the assessment scope [...]; (b) of the degree of certainty of
the relative effects, taking into account the strengths and limitations of the
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available evidence” (art. 9 HTAR) [2]. In practice, the JCA, prepared by
an assessor and co-assessor, is limited to evaluating the relative added
value of the technology compared to existing alternatives and the
associated uncertainty, without conclusions or recommendations, and is
validated by all Member States. Ahead of JCAs, joint scientific consul-
tations (JSCs) provide developers with early input on study design,
endpoints, and relevant comparators to streamline evidence preparation
and enhance quality.

While the HTAR aims at convergence of HTA methodologies, ulti-
mate decision-making authority on pricing and reimbursement will
remain with individual EU Member States. This preserves national
healthcare priorities, cost-effectiveness considerations, budgetary con-
straints, and policy objectives. Accordingly, despite the growing role of
joint EU-level assessments under the Regulation, national HTA bodies
will retain their central role in healthcare access and adoption strategies.

2. Opportunities for nuclear medicine in europe

The timing is particularly pertinent for considering HTA in nuclear
medicine (NM), a field currently undergoing profound transformation
driven by the rapid expansion of targeted radionuclide therapy markets
and evolving clinical applications. Under the EU HTAR framework, NM
technologies evaluated may include radiopharmaceuticals (e.g., radio-
labelled ligands of the prostate-specific membrane antigen, PSMA, to
image and treat prostate cancer patients) and medical devices (e.g.,
artificial intelligence-based image analysis software).

Radiotheranostics in NM presents unique HTA challenges distinct
from those encountered with conventional pharmaceuticals, including
the complexity of diverse imaging modalities, variable production,
logistical and operational costs, and the intricate interplay between
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Fig. 1. Overview of the HTA process under the EU HTAR. Following submission of a new health technology (e.g., a therapeutic radiopharmaceutical), regulatory
evaluation of safety, quality, and efficacy is performed at the European level by the European Medicines Agency (EMA), while a Joint Clinical Assessment (JCA) of
relative clinical effectiveness is conducted by the Member State Coordination Group on HTA (HTACG). Economic evaluation, including assessment of cost-
effectiveness and budget impact in the national context, is performed at the EU Member State level by national HTA bodies. These national HTA assessments
inform pricing, reimbursement, and implementation decisions, ultimately determining patient access in clinical practice. HTA thus serves as a bridge between clinical
evidence generation and patient access to innovative NM technologies, supporting informed reimbursement and implementation decisions.

diagnostic accuracy and subsequent therapeutic decisions. Theranostics,
using the same molecular targets for imaging and therapy, not only
poses challenges, but at the same time offers HTA opportunities,
enabling upfront evaluation of biodistribution and tumour targeting to
improve patient selection and cost-effectiveness. The HTA approach for
the imaging component of theranostics may be aligned with, but re-
mains distinct from, assessment of the therapy component. Imaging may
be justified as a screening test to determine eligibility for treatment with
a radiopharmaceutical (i.e. an imaging biomarker for the upfront se-
lection of patients for a specific treatment), or it may be approved on the
basis of diagnostic accuracy and impact on clinical management (e.g.,
PSMA imaging as a diagnostic procedure to determine the broader pa-
tient management). These two indications are fundamentally different
and therefore require a nuanced approach to HTA submission and re-
view. Novel positron emission tomography (PET) and single photon
emission computed tomography (SPECT) imaging agents represent an
area of increasing academic and industry-based clinical trials, yet HTA
mechanisms and timelines remain unclear, with approval pathways
continuing to vary across EU countries.

The evolving EU regulatory framework offers an unprecedented
opportunity to integrate NM more centrally into evidence-based
healthcare systems. In particular, the significant growth of targeted
radionuclide therapy and theranostics amplifies the necessity for a
harmonized HTA approach to ensure equitable and sustainable access to
these innovative diagnostics and treatments, in line with the EU HTAR.

Several countries, including the UK, Australia, and Canada, have
conducted numerous HTAs on NM technologies, generating evidence on
clinical efficacy and cost-effectiveness. UK reports under the National
Institute for Health and Care Research (NIHR) HTA program contributed
to the adoption of NM imaging in routine practice, with a subset recently
highlighted in an editorial [3]. The Australian PET Data Collection
program, which ran from 2001 for over 10 years, resulted in
multi-center trials for evidence on the clinical utility and management
impact of 2-deoxy-2-[18F]ﬂuoro-D-glucose ([*®F]FDG) PET in cancer
that informed Medical Services Advisory Committee (MSAC) HTA re-
views and ultimately led to regulatory recognition and Medicare

reimbursement [4-6]. However, despite national advances, Europe
lacks a centralized coordination platform for NM HTA, and data sharing
across EU Member States remains limited. This fragmentation impedes
harmonization, reduces accessibility and practical use of HTA evidence,
and contributes to duplicated assessments and disparities in patient
access to innovation.

Harmonization between imaging and clinical guidelines represents
an additional opportunity for NM in Europe, as EANM recommendations
are not always incorporated into multidisciplinary clinical guidelines.
HTA could help bridge this gap by aligning imaging-specific evidence
with broader clinical decision pathways.

In the absence of industry-supported trials in diagnostic NM,
strengthening European collaboration through coordinated multicenter
clinical studies represents an opportunity to generate robust data for
HTA. The creation of a centralized European NM data platform could
further strengthen the evidence base and support consistent adoption of
innovative imaging technologies.

To address this gap, the European Association of Nuclear Medicine
(EANM) established a Piloting Group on HTA in January 2024, which
has since evolved into a Project Group focused on exploring effective
implementation strategies for HTA within the EANM framework. This
group is engaged in identifying relevant data sources, developing
appropriate methodologies, deploying strategic tools, and fostering
collaborative partnerships. Enhancing the accessibility and applicability
of HTA findings in NM, particularly through EANM-led initiatives, holds
significant potential to support evidence-based decision-making and
reimbursement processes within European healthcare systems. Howev-
er, the effective implementation of HTA for NM under the EU HTAR
fundamentally depends on building strong collaborations with key
stakeholders, thereby highlighting the need for a clear and coordinated
strategic framework to support HTA integration.

3. Proposed EANM strategic framework for HTA integration in
NM

With the European Commission actively inviting collaboration from
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medical societies, the EANM is leveraging this momentum through its
dedicated HTA Project Group. Professional societies and patient orga-
nisations can contribute directly to HTA processes via the Commission's
HTA Stakeholder Network (HTA SN), established under Regulation (EU)
2021/2282 [1]. The HTA SN is a structured advisory and consultative
platform that fosters dialogue with the HTACG, integrates the perspec-
tives of patients and professionals, and contributes to transparency in
HTA processes. Through this platform, stakeholders can provide input
on work programme priorities and emerging technologies and partici-
pate in JCAs and JSCs as clinical experts. Professional societies can not
only propose clinical experts to participate in JCAs and JSCs, but, as
organisations, they can also be consulted. The EANM has been an active
member of the HTA SN since 2024, contributing its expertise and rep-
resenting the NM community in these processes.

3.1. Partnerships with HTA stakeholders

Engagement continues with patient organisations, such as the Eu-
ropean Prostate Cancer Coalition (Europa Uomo), and clinical societies,
including the European Association of Urology (EAU). These relation-
ships strengthen scientific consensus, support the integration of NM into
clinical pathways, and enable coordinated contributions to EU-level
HTA processes through the EU HTA SN, including participation in
JCAs and JSCs led by the HTACG [7].

This framework focuses on three key partnership areas.

3.1.1. Placing patients in the core of HTA

Integration of patient organisations into EANM activities ensures
that HTA-related initiatives reflect patient priorities and support trans-
parency, legitimacy, and effectiveness.

3.1.2. Strengthening collaboration with clinical associations and umbrella
organisations

Partnerships with multidisciplinary clinical societies, such as the
European Hematology Association (EHA), the EAU and the European
Society of Radiology (ESR), optimize scientific input into the HTA pro-
cess and strengthen NM's integration into care pathways. The same
applies to collaborations with the European Society of Cardiology (ESC)
on the EU Cardiovascular Health Plan and with the Brain Health Mission
of the European Academy of Neurology (EAN). Furthermore, EANM is
actively working with the European Cancer Organisation (ECO), the
European Organisation for Research and Treatment of Cancer (EORTC)
and the Biomedical Alliance in Europe (BioMed Alliance).

3.1.3. Involving EANM Member Societies

The EANM Delegates’ Assembly, serving as the primary forum for
EANM Member Societies, can highlight national needs and coordinate
strategies to ensure effective implementation of EANM HTA positions
within country-specific frameworks. A recently formed EANM Member
Societies Council will further support communication, collaboration,
and the reimbursement of NM innovations across EU countries.

3.2. Evidence generation

Through its HTA-related activities, the EANM will ensure that evi-
dence is made available for the HTA processes both at the EU level under
HTAR and for EU Member States to support reimbursement decisions.
Although HTAs conducted in non-EU countries (e.g., Australia [8-10])
offer valuable insights for the EANM, dossiers prepared for EU-directed
HTAs must remain comprehensive, incorporating all available primary
studies and relevant data to inform the assessment.

A deep understanding of the similarities and the differences between
the European Medicines Agency (EMA) and HTA requirements is crucial.
The EU supports this understanding by providing guidance documents
on topics such as outcomes for JCAs, direct and indirect comparisons,
the validity of clinical studies for JCAs, and the scoping process [11]. It
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is important to note that assessment methodology itself cannot be
tailored, but the appraisal of the evidence can. Therefore, requests for
tailored methodologies should be avoided. Strengthening knowledge at
the European level, supported by professional societies such as the
EANM, can further inform EMA and HTA procedures as well as national
reimbursement decisions.

As reimbursement remains a national prerogative, the active and
direct involvement of EANM Member Societies is crucial. The EANM
HTA Project Group will provide resources and guidance, ensuring HTA
evidence is embedded in EANM guidelines, and accessible to EANM
Member Societies and the broader international community. A central-
ized repository consolidating HTA studies from international sources,
the International HTA Database (https://database.inahta.org), is
already available.

Collaborative guideline development will be strengthened through
partnerships with other clinical societies and patient representatives,
ensuring comprehensive and harmonized evidence generation.

3.3. Internal capacity building: HTA education and training programs

To enhance understanding of HTA and enable participation in
European-level assessments under the EU HTAR, the EANM will develop
dedicated HTA education within its ESMIT platform (European School of
Multimodality Imaging & Therapy). In parallel, clinical experts in NM
are being identified for JSCs and JCAs, carefully avoiding potential
conflicts of interest. Mechanisms will also be established to ensure
timely identification of emerging NM health technologies and to raise
awareness within the NM community of the importance of integrating
HTA considerations early in the innovation process.

3.4. Communication & advocacy

The success of this HTA framework depends on effective communi-
cation, advocacy, and support for implementation. Through its HTA
Project Group, Policy & Regulatory Affairs Council (PRAC), and EANM
Member Societies Council, the EANM ensures that HTA findings in NM
are disseminated, understood, and useable across Europe.

Advocacy priorities include integrating NM into EU HTA processes,
promoting the inclusion of imaging in JCAs, and engaging early in rule-
setting under the EU HTAR. The EANM also works with EU institutions
to guarantee expert participation in JCAs and JSCs and contributes to
the EU HTA SN, formal channel for professional societies and patient
organisations input (Fig. 2).

4. Expected benefits and conclusion

The EANM strategic HTA framework aims to support a more
harmonized and efficient approach to HTA across Europe, reducing
duplication while promoting consistent assessment approaches to
inform national decision-making.

It will reinforce collaborative networks among regulators, clinicians,
patients, payers, and industry, while building sustainable capacity
within the NM community. Moreover, by providing high-quality data
platforms, the framework will facilitate evidence-based regulatory and
reimbursement decisions across EU Member States. With the ultimate
aim of enhancing patient access to innovative NM technologies and
equity, this framework pivots towards patient-centred care.
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