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» The European Union (EU) Joint Clinical Assessment (JCA) aims to harmonize the
assessment of comparative clinical effectiveness and safety across member states,
while preserving national autonomy over pricing and reimbursement decisions

» This study describes the similarities and key differences between JCA requirements
and national health technology assessment (HTA) processes across EU member
states, with implications for evidence generation and access planning

» A comparative policy and methodological review was conducted to map JCA
requirements against national HTA expectations across EU member states

» Information was synthesized from the EU HTA Regulation (EU 2021/2282),

| Key limitations of JCA

Figure 1: Phased implementation of JCA for medicinal products seeking centralised

Marketing Authorisation
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Figure 2: EU Joint Clinical Assessment process of total duration of 406 days
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*Only hard endpoints in case of randomized controlled trials.

Abbreviations: ACT: Appropriate Comparator Therapy; BIA: Budget Impact Analysis; CEA: Cost-Effectiveness Analysis; CENTRAL: Cochrane Central Register of Controlled Trials; CONSORT: Consolidated Standards of Reporting Trials; CT.gov: ClinicalTrials.gov; CUA: Cost-Utility Analysis; EU CTR: European Union Clinical Trials Register; EU JCA: European Union Joint Clinical Assessment;
ICTRP: International Clinical Trials Registry Platform; MAIC: Matching-Adjusted Indirect Comparison; MS: Member State; NMA: Network Meta-Analysis; NOS: Newcastle Ottawa Scale; PFS: Progression Free Survival; PICO: Population, Intervention, Comparator, Outcomes; PRISMA: Preferred Reporting Items for Systematic Reviews and Meta-Analyses; RCTs: Randomized Controlled Trials; RoB:
Cochrane Risk-of-Bias; ROBINS-I: Risk Of Bias In Non-randomized Studies of Interventions; RWE: Real-World Evidence; SLR: Systematic Literature Review; SoC: Standard of Care; STC: Simulated Treatment Comparison

Certainty-of-evidence frameworks also varies, with most bodies using GRADE, while CHMP: Committee for Medicinal Products for Human Use; D: days; EMA: European Medicines Agency; EC: European Commission; HTA CG: Health Technology
|QW|G applies its own system Assessment Coordination Group; JCA: Joint Clinical Assessment; MA: Market Authorization; PICO: Population-intervention-comparator-outcome; SG: Subgroup

2 Conclusion:

» JCA represents a significant shift toward harmonised clinical assessment across Europe, reducing duplication and increasing consistency across markets
» However, national HTA bodies continue to apply distinct requirements, highlighting the need for early and well-planned evidence development
» Aligning global evidence generation with JCA timelines while anticipating country-specific HTA needs is critical to support efficient access pathways across EU Member States
4 )
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