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Disclaimer

The views expressed are those of the presenter and should 
not be understood or quoted as being made on behalf of the 
Norwegian Medicines Agency (NoMA) or of the European 
Medicines Agency (EMA) or its scientific committees or 
reflecting the position of the EMA.



Winter is coming



EUnetHTA 21 and then what?
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EUnetHTA21 - is an integrative consortium continuing the 
collaborative work of previous Joint Actions, further building jointly 
towards the future EU HTA system under the EUnetHTA brand.
On 17 September 2021, the European Health and Digital Executive 
Agency (HaDEA) signed the Service Contract for the Provision of 
Joint Health Technology Assessment (HTA) Work Supporting the 
Continuation of EU Cooperation on HTA. 

The Regulation (EU) 2021/2282 on health technology assessment 
(HTAR) entered into force on 11 January 2022 and will apply from 
12 January 2025.



• CEB (Consortium 
Executive Board)

• CSCQ (Committee for 
Scientific Consistency 
and Quality)

• COIC (Conflict of 
Interest Committee)

• JCA (Joint Collaborative 
Assessment; ZIN)

• JSC (Joint Scientific 
Consultation; G-BA)

• HOG (Hands on group)

• 17/09/21 – 16/09/23(!)



Joined scientific consultations (JSC)
• EUnetHTA 21 (2021 – 2023) offers at least 6, up to a 

maximum of 8, JSCs (formerly referred to as Early Dialogues) 
for medicinal products

• 3 conducted, a maximum of 5 in addition after the second 
call (ended 31/08/22)

➢Timing (long preparation time, no monthly submission) and 
resource restrains (70-90 SA’s/month versus 8 JSC’s in 24 
month) have been highlighted already

➢Are companies asking the right questions? 



Joined clinical assessment (JAC)





Must all submission also go for HTA?
• After 12 January 2025, the Commission, after seeking a recommendation from 

the Coordination Group, shall adopt a decision, by means of an implementing 
act and at least every two years, selecting the medical devices and in vitro 
diagnostic medical devices referred to in paragraph 1, points (c) and (d), for joint 
clinical assessment based on one or more of the following criteria:

• (a) unmet medical needs;

• (b) first in class;

• (c) potential impact on patients, public health or healthcare systems;

• (d) incorporation of software using artificial intelligence, machine learning 
technologies or algorithms;

• (e) significant cross-border dimension;

• (f) major Union-wide added value.

• Oncology products and/or ATMPs and indications for which there is no 
established guidance for clinical development (i.e. in absence of recent HTA 
evaluation in similar indication) are also given preferred consideration. 



Guidelines directly affecting your work
• D4.2 – Scoping Process (PICO)

• D4.3.1 – practical guideline of comparators and comparisons

• D4.3.2 – Methodological guideline for comparators and 
comparisons 

• D4.4 – practical guideline on endpoints

• D4.6 – Validity of clinical studies

• D5.2 – JCA report template guidance

• D7.1 – Practical Guideline for interaction with HTD and HTA



The REQueST tool for registries
• The Registry Evaluation and Quality Standards Tool (REQueST) 

aims to support HTA organisations and other actors in guiding and 
evaluating registries for effective usage in HTA.

• The tool has been developed to be a comprehensive resource 
that covers all important aspects relating to the quality of 
registries. The standards set out in the tool are universal and 
essential elements of good practice and evidence quality that are, 
therefore, relevant for different types of registries.

• REQueST sits alongside the existing guidance on registries as a 
way to implement it.



Joined EMA EUnetHTA workplan
• Optimise utilisation of registries for post-licensing/launch 

evidence generation to support decision making - Collaborative 
work on registry methodologies

• Further optimisation of the regulatory assessment report to 
facilitate uptake of regulatory consideration in the context of HTA

• Continue sharing experience on labelling and EPARs information, 
e.g. regarding information on subpopulations

• Supporting access to and analysis of real-world data (HTA 
representation in the advisory board of DARWIN EU / Explore use 
cases for HTA RWE and pilot them through DARWIN EU)



Some sort of Methodology Working Party?



Open for discussion

• Is everyone aware why asking the HTAs the same questions 
as SAWP is not really utilising the JSC in the best way?

• Which aspects of the future JCA are unclear (particular in 
terms of additional evidence requirements).

• Acceptability of methodologies differ between HTABs and 
Regulators but also between HTABs. Challenges?
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