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Background and Objective Results
e This study examines the influence of national health policy frameworks on health technology assessment * In Ukraine, HTA has evolved since the adoption of national legislation in 2016 and continues to align
(HTA) outcomes in three Central and Eastern European countries—Ukraine, Moldova, and Bulgaria. with international practices. Since 2022, conflict-related disruptions have strained the healthcare

* |t aims to explore how political, regulatory, and institutional contexts shape HTA effectiveness and system, highlighting the need for technical capacity and agile, responsive HTA processes.

reimbursement decisions. * In Moldova, HTA elements have been applied to outpatient medicine reimbursement since 2015, with

price negotiations and device coverage added in 2021. In 2024, EU-aligned HTA arrangements were
prepared and are being reviewed to introduce a system-wide mechanism that ensures transparent

Methods processes and shared benefits for all health-system stakeholders.

* A comparative, descriptive analysis was conducted using legislative documents, HTA guidelines, and peer- * Bulgaria operates a structured HTA process, but implementation is often influenced by shifting policy
reviewed literature from each country. priorities and cost-containment goals within the National Health Insurance Fund.

» Stakeholder interviews (where available) and institutional reports were reviewed to assess how policy * Across all three countries, strategic priorities, budget constraints, and institutional coordination
priorities, regulatory maturity, and system constraints affect HTA implementation and decision-making. significantly influence HTA outcomes and access timelines.

Conclusions

Health policy plays a central role in shaping HTA processes across the region.

While Bulgaria benefits from greater policy stability, Ukraine and Moldova face institutional and/or contextual barriers.

In Ukraine, the ongoing crisis resulting from the conflict has strained institutional capacity and created a need for more flexible and responsive HTA processes. A
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Strengthening policy-HTA alighment and regional collaboration could support more transparent and equitable access to innovative therapies.
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Table 1: Overview of answers to the HTA Policy questionnaire

Dimension Ulkrsiiae _ Moldova m Bulgaria -
System evolution 2020 HTA law, >140 assessments Emerging 2015, limited framework Siiiee 2008 PO sieies [orecess
Policy influence Driven by priorities Priorities and policy settings Policy > CEA threshold
Challenges Capacity expansion Limited expertise, data & commitment JCA workload + data
Budget Budget constraints National Health Insurance Company (CNAM) limits National Health Insurance Fund (NHIF) discounts
Flexibility Abbreviated HTA Simplified for essential drugs Shorter timelines w/JCA
Stakeholders Defined roles Consultative, method-driven, development of partners support EU network engagement
Key policy factor Reliable data use Budget sustainability and political priority Cost control
Collaboration Joint training + research Method alignment + price talks Joint price negotiations

Across CEE, policy shapes evidence into access.
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