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HTA = Health Technology Assessment



European Public Assessment Report
Regulatory procedure

Health Technology Report (HTA)
Reimbursement procedure

Benefit/Risk Therapeutic value as compared to alternatives

Absolute therapeutic value Relative therapeutic value

+ quality of the medicine + added therapeutic value or not

+ place in medical practice

+ budget impact & cost-effectiveness
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2021 legal start European HTA
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JCA process in parallel with EMA
406 days Standard procedure
277 days Accelerated procedure



Scoping before submission dossier (JCA)
P Patient population
I Intervention
C Comparator
O Outcome



Once the European report (JCA) is finished ….
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Reactions 2024

Health Policy and Technology 2024;13 
Brinkhuis et al
European Access Academy’s multistakeholder survey
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Reactions 2025

Journal of Market Access and Health Policy
Julian et al
European Access Academy’s multistakeholder survey
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Joint Scientific Consultations
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Joint Scientific Consultations, from 2025 on

Before phase III study

3 periods/year

Joint HTA advice ± EMA CHMP scientific advice

JSC process 70 days + amended briefing pack 30 days



Conclusion

• Joint HTA has started
• Long history track
• Shift from national assessment -> crossborder assessment
• Competent Pricing and Reimbursement authorities remain national


