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Introduction Objective and methods

 The EU started preparing for the JCA under the new HTA * This research aims to evaluate the readiness of various MS to align with the EU HTA
regulation (HTAR) (1) framework, highlighting key challenges, progress, and national strategies employed to

» Development of guidelines and implementing acts to facilitate adapt to the EU HTAR

the JCA process was delayed by 3 to 6 months, which has * A literature review was conducted, using publicly available resources from January 2023
INncreased pressure on stakeholders preparing for these changes to November 2024, including the EC website, PubMed, and grey literature
Results

Figure 1. Examples of MS/EEA willingness to adapt their national processes for the EU HTA transition
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National readiness for EU HTA transition

« Country representatives provided ratings on readiness at EC panel discussions (May 2023 to November 2024) (Figure 2) (5)

* The perception of readiness described by the ratings varies across MS and EEA countries. However, many express a cautious attitude to JCA, including those
that were part of EUnetHTAZ21, and few have provided details of processes for incorporation of JCA into national HTA (Figure 2) (5)

* A representative from AOTMIT expressed reluctance to alter Poland’s established HTA system (5). However, a draft amendment to the reimbursement act
Indicates a shift towards HTAR alignment. This amendment allows applicants to forgo clinical analyses if EU-level data for the same indication and
population are available (10)

Figure 2. National readiness ratings based on EC panel discussions (May 2023-November 2024)?
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aTwenty-seven MS, along with Iceland and Norway, participated in discussion panels conducted up to November 2024. The time point at which ratings were given varies depending on the date of EC panel discussion, which may
affect the level of readiness described

Organisational challenges and extended expertise JCA integration into health economic framework

* Implementing the EU HTAR presents various organisational « Poland and Sweden are assessing how to best integrate JCA reports into their national
challenges across MS, with a notable need to enhance economic assessments, which is essential for aligning with the EU HTA framework (5)
expertise In areas such as indirect treatment comparisons, PICO and industry involvement
particularly in Spain and Italy. Engaging clinicians and patient » Some smaller countries may face challenges in responding to the PICO survey, limiting
representatives in discussions is also crucial in Bulgaria, their contribution and reducing JCA relevance (5)
Lithuania, and Hungary (5) » The adaptation of the PICO framework is contentious, such as in Italy and Bulgaria,

* Many countries (e.g,, Cyprus, Iceland, Greece, Romania, Latvia, where industry involvement is sought to streamline negotiations (5)
Estonia, Lithuania, Slovenia, Luxembourg, Malta, Portugal, » France is not planning to involve industry in PICO scoping at the national level (4)

Czechia) indicate that insufficient resources and/or lack of

expertise will hinder the timely execution of HTA processes (5)
» Slovakia is also concerned about delays in reimbursement

submission, which may result in outdated JCA data (5)

Potential role of existing joint HTA collaborations

« Collaborative initiatives such as BeNeLuxA and the Nordic HTA bodies (formerly
FINOSE) are enhancing readiness for joint HTA by facilitating expertise sharing and
mMaintaining established procedures following JCA (5)
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