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On 31 January 2018 the European Commission published a proposal for a Regulation on 

health technology assessment (HTA).  The European Social Insurance Platform welcomes 

the initiative of the European Commission to provide for a sustainable framework 

for cooperation on HTA at EU level. Indeed, HTA is an essential tool allowing Member 

States to make evidence-based decisions on pricing and reimbursement of health 

technologies.  

Nevertheless, ESIP has identified a number of common concerns of the healthcare 

payers regarding the current draft in relation to the independence, quality and use of 

joint HTA reports. These concerns are addressed in our paper.  

Governance of joint assessments and independence of the scientific process 

EU cooperation on HTA needs to be Member State driven and ensure the 

independence of the scientific process. The current proposal threatens to undermine 

these principles by the appointment of the European Commission as the decision-maker 

on the publication of joint assessments and the premature engagement of stakeholders 

in the drafting of joint reports. ESIP believes that the Coordination Group can and 

should have the final say on the approval and publication of joint assessment 

reports and that stakeholder involvement should only be foreseen once a draft 

report has been completed. 

Harmonising clinical assessments: quality and methodology 

The current proposal introduces harmonised procedural rules and methodology for 

clinical assessments of medicinal products and medical devices. However, provisions on 

the content of the harmonised methodological framework are not included and will be 

proposed only at a later stage through delegated and implementing acts. As currently 

there is no commonly agreed methodological framework for joint clinical 

assessments, the proposal creates a high level of uncertainty. In order to counter this 

uncertainty, ESIP proposes to limit harmonisation to joint assessments at EU level.  
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Applying joint assessments at national level – clarifications on the question of non-

duplication and uptake 

The proposal includes provisions to avoid duplication of joint assessments at national 

level and incentivise uptake by making the assessments legally binding. ESIP is concerned 

that the current wording of this obligation will prohibit any complementary clinical 

assessments which take into account different clinical criteria and/or data not included 

in the joint assessment. Therefore, ESIP believes that more flexibility should be 

introduced to allow adaptation to national requirements.    

Implementing and delegated acts – giving national decision-makers a strong voice 

Although the methodology and procedural rules will not be included in the Regulation, we 

believe that reference should be made to international criteria of evidence-based 

medicine. Further, national decision-makers need to be actively involved when 

elaborating the implementing and delegated acts that will define these rules.  

Ensuring cooperation of developers in the framework of joint assessments 

Finally, ESIP considers that to ensure the success and quality of the joint assessment, the 

proposal should go further to ensure the cooperation of health technology 

developers by including a legal and enforceable obligation to cooperate and deliver 

the required information.  

As representative of the healthcare payers, ESIP will continue to monitor the legislative 

process and provide its expertise to EU policy-makers to ensure the future, quality and 

independence of long-term EU cooperation on HTA. 

Find out more in our position paper. 
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