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An Overview of EU HTA & 
Communication



The EU HTA Regulation
Passed into law in Q4 2021; effective January 2025
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The mandatory requirement of 

centralised clinical 

assessment for patient access 

of new health technologies to 

MS of the EU

Accessible here

Accessible here

EU, European Union; HTA, Health Technology Assessment; HTAR, Health Technology Assessment Regulation; MS, Member State.

Joint Clinical 

Assessment 

(JCA)

https://health.ec.europa.eu/health-technology-assessment/regulation-health-technology-assessment_en#:~:text=The%20Regulation%20(EU)%202021%2F,medicines%20and%20certain%20medical%20devices.


HTA Assessments will be used in multiple 

ways by multiple Players
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https://health.ec.europa.eu/document/download/40feaa77-58a6-4a4b-9a77-2fc032e284b3_en?filename=hta_20250516_co01_en.pdf



EU HTA: The Mandatory Requirement to 

Submit a JCA 
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https://health.ec.europa.eu/document/download/40feaa77-58a6-4a4b-9a77-2fc032e284b3_en?filename=hta_20250516_co01_en.pdf



The Assessment Scope for JCA→

PICOs
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The assessment scope should 

include all relevant parameters 

in terms of the PICO framework:

• Patient population

• Intervention

• Comparator(s)

• Outcomes

PICO selection is policy-driven, not evidence-

driven.

MS should determine their PICO needs and a 

consolidation of requirements should happen

• Timepoint: ~100 days after regulatory submission

• All endpoints for all P/C combinations

• Fixed templates 

• Delta Dossiers at the national level 

EU, European Union; JCA, Joint Clinical Assessment; MS, Member State; PICO, Population, Intervention, Comparator(s), Outcomes.
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How do we write a 
JCA, knowing 
multiple audiences 
will use it for multiple 
purposes? 

https://health.ec.europa.eu/health-technology-assessment/htar-capacity-building-programme_en



“We are a community dedicated to leading and promoting the use of statistics within the healthcare industry for the benefit of patients.”

Help your non-statistician audience 
make sense of risk

Maricarmen Climente
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Communicating statistical concepts to 
an HTA Audience

Nick Latimer
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Help your non-statistician audience 
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Using statistical communication to build 
trustworthy HTA

Anders Gorst-Rasmussen
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Closing Remarks
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HTA ESIG

Want to get more involved in this discussion and help impact 
the future of EU HTA? Become a member of the HTA ESIG 

today – scan the QR code or email htasig@psiweb.org
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