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Introduction 
In January 2018, the European Commission released a legislative proposal on Health 
Technology Assessment (HTA) with the overarching goal to strengthen cooperation among 
national HTA authorities in the European Union (EU).  

Under the EU HTA Regulation, manufacturers of health technologies will be obliged to 
submit a HTA dossier for certain medicinal products for joint clinical assessment (JCA). 

After over 3 years of discussion, the final adoption of the policy is drawing near, with the 
European Parliament and Council reaching a political agreement on the regulation in June 
2021.  

What is the EU HTA Regulation trying to tackle? 
Currently, HTAs are largely conducted at national and regional level by individual 
EU Member States with different evidence requirements and methodologies employed by 
HTA authorities.  

Due to this disparity, several challenges have been encountered, including: 

Voluntary cooperation on HTA at EU level has been under way for several decades through 
EUnetHTA, with involvement of all Member States at some stage and the completion of 
three separate Joint Action projects.  

However, the funding for this  project-based cooperation is not sustainable and, as a result, 
the challenges described above have persisted. 

The Regulation seeks to improve the availability and time to access of innovative health 
technologies across Member States, improve the quality of HTA, ensure efficient use of 
resources by HTA authorities and achieve a sustainable framework for EU HTA cooperation. 
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How will the EU HTA Regulation work? 

The Regulation will provide a permanent framework for cooperation which will be governed 
by a Coordination Group including representatives from national HTA authorities in all 
Member States. It will replace the voluntary EUnetHTA system. 

 

Key activities to be conducted as part of the EU HTA Regulation include: 

 

 

 

 
 
 
 
JCAs will be carried out by subgroups comprising experts from national and regional HTA 
agencies. It will be mandatory for manufacturers to take part in JCAs, but it will not be 
mandatory for individual Member States to adopt the joint report.  

National authorities would be free to draw conclusions on the overall clinical added value of 
a health technology in the context of their specific healthcare system. However, they will not 
be able to request any information or evidence from the manufacturer that has already been 
submitted in the joint assessment. Member States will still have the right to conduct 
economic assessments and make pricing and reimbursement decisions on health 
technologies. 
 
 

When will the EU HTA Regulation take effect? 
The EU HTA Regulation is likely to be adopted in early 2022. Following on from this, the 
implementation of the Regulation will be phased over several years 

 
 

 

 

 

 

 
 
Over the next two years, a group of 21 national HTA authorities (EUnetHTA21) led by the 
Dutch National Health Care Institute (ZIN) will develop the methodology and guidelines for 
the JCAs and JSCs. 
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What is the aim of the roundtable? 
The objective of the roundtable discussion is to evaluate the implications of the EU HTA 
Regulation for patients, manufacturers and HTA authorities and to share ideas on how 
access to innovative therapies across the EU may be impacted in future. 

Key topics to be explored include: 
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