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Strengthening EU HTA cooperation

HTA 
Regulation

JA1 (2010 – 2012)
JA2 (2012 – 2015)
JA3 (2016 – 2021)



Adoption 15.12.2021; in force 11.01.2022; in application 12.01.2025

Establishing: a support framework and procedures for cooperation of
Member States on health technologies at Union level; a mechanism for the
submission of evidence for joint clinical assessments only once at Union
level; common rules and methodologies for joint clinical assessments.

Vision: improve patient access to innovative technologies, strengthen the
quality of HTA across the EU, avoid duplication and ensure efficiency (incl.
on clinical evidence generation), secure the long-term sustainability of EU
HTA cooperation.

Regulation (EU) 2021/2282 on HTA



HTA Regulation – Key principles
 Joint work on common scientific, clinical aspects of HTA
 Ensure high quality, evidence-based decision-making;
 Ensure transparency & inclusiveness (stakeholders’ engagement)
 Driven by Member State HTA bodies 
 Ensure use of joint work in national HTA processes
Member States remain responsible for: 

- Drawing conclusions on added value for their health system
- Taking decisions on pricing & reimbursement

 Progressive implementation



 Joint Clinical Assessments (JCA) on:
• medicines first 3 years: cancer medicines and advanced therapy 

medicinal products
from January 2028: + orphan medicinal products
from 2030: full scope

• a selection of high-risk medical devices and in-vitro medical devices
 Joint Scientific Consultations (JSC)

• with HTACG only or in parallel with the European Medicines Agency
 Emerging Health Technologies
 Methodology and procedures for joint HTA work
 Voluntary cooperation

Joint HTA activities



Governance

Vorführender
Präsentationsnotizen
Clarify EC role



The HTA Stakeholder Network



Type of stakeholders in the network

Patient 
organisations

Health 
professional 

organisations

Health technology 
developers

Learned societies

Payers

Other NGOs

45 organisations

Vorführender
Präsentationsnotizen
Patient organisations	15	
Health professional organisations	13	
Health technology developers	7	
Learned societies	4	
Payers	2	
Other NGOs	4	

Two observers



Terms of Reference
 Support the work of the HTACG upon request; 
 Provide advice and expertise as required on issues of general relevance 

for the joint work and for the implementation of the Regulation; 
 Facilitate dialogue between stakeholder organisations and the HTACG;
 Provide input as appropriate, on relevant outputs of the HTACG;
 Contribute to identifying experts for the joint work upon request;
 Be consulted and comment on the annual work programme and annual 

report of the HTACG;
 Share expertise on state of the art of HTA;
Meet with the Coordination Group at least once a year.



Awareness raising – HTA information events



EU HTA Regulation – Achievements so far

HTAR Entry into force
11 Jan 2022



HTA Stakeholder 
Network 
1st meeting
14 June 2023

HTACG 2nd meeting 
28 Nov 2022



HTACG 1st meeting 
21 June 2022



Public Stakeholders 
Conference “What’s next?” 
22 June 2022



Application
January 2025





1st HTA INFODAY
11 May 2023

Subgroups 1st meetings 
24-25 Apr 2023

Subgroups 2nd meetings
23-24-25-30 May 2023

HTACG 3rd meeting 
20 Mar 2023

  
HTACG 4th meeting 
13 June 2023

Subgroups 2nd meetings
23-24-25-30 May 2023

Subgroups 3rd / 4th meetings
6-7 Jul / 5-6 Oct 2023


HTACG 5th meeting 
25 Sept 2023

 

2nd HTA INFODAY
18 Sept 2023





Rolling plan regularly updated

hta_htar_rolling-plan_en.pdf (europa.eu)

https://health.ec.europa.eu/system/files/2023-10/hta_htar_rolling-plan_en.pdf


Factsheet on the implementation of the HTA Regulation (europa.eu)

Factsheet in 23 EU languages

https://health.ec.europa.eu/latest-updates/factsheet-implementation-hta-regulation-2023-10-05_en


Adoption of six implementing acts

Full implementation of the HTA IT Platform 

Integration of the Stakeholder Network into the new system

Continued support to the HTACG in its preparatory work

Continued provision of capacity building, training and 
awareness raising opportunities

Next Steps: by end 2024



Vielen Dank!

If you have any additional question or remark you can contact us at:

SANTE-HTA@ec.europa.eu

mailto:SANTE-HTA@ec.europa.eu
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