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2025, a new era begins…..

Approval ≠ Access



2025, a new era begins but a difference remains

Approval ≠ Access



2025, a new era begins but Europe is not united



Choose your perspective



Your perspective and political mandate determine the 
methodology



Assessment



Appraisal



The Trinity

Adapted from Teutsch, S.; Berger, M. (2005) ‘Evidence synthesis and evidence-based decision making: 

Related but distinct processes. Medical Decision Making, pp 487-489 
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2025, a new era begins with new players

The HTAR system mirrors, to some extent and wherever useful, the regulatory system



2025, a new era begins with new procedures

Joined clinical assessment (JCA)

▪ 12/01/2025 implementation date

▪ Oncology and ATMP products must undergo JCA

▪ Instructions, templates and additional information can be found here (link)

▪ Close collaboration with EMA is built in

▪ Patient involvement is built in

Joined scientific consultations (JSC)

▪ In parallel with EMAs Scientific advice working party or HTA only

▪ Request periods in 2025

▪ 3 February to 3 March 2025 for medicinal products only

▪ 2 to 30 June 2025 for medicinal products and medical devices

▪ Selection criteria can be found on above mentioned website

https://tinyurl.com/2sr3nw44


2025, a new era begins, all problems solved?

Inequalities

▪ The HTAR can’t remove inequalities. 

▪ To address that problem also the Pharma Legislation needs to be changed

▪ Inequalities cannot be solved by the JCA. 

▪ Despite the JCA being available to all MS shortly after approval each MS still needs to receive a HTA submission by the 

developer to start the assessment. Multiple MS report that they receive submission for HTA (if at all) often years after 

approval. JCAs would be outdated by then.

▪ The JCA only describes the analyses provided to address the additional evidence needed to answer questions on relative 

effectiveness that are formulated in form of the PICO(s). The JCA will describe whether the provided analyses are in line with 

methodological guidelines published by the HTAR CG. The acceptance of these analyses as basis for a reimbursement 

decision is still a national mandate.
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▪ The HTAR can’t remove inequalities. 

▪ To address that problem also the Pharma Legislation needs to be changed

▪ Inequalities cannot be solved by the JCA. 

▪ Despite the JCA being available to all MS shortly after approval each MS still needs to receive a HTA submission by the 

developer to start the assessment. Multiple MS report that they receive submission for HTA (if at all) often years after 

approval. JCAs would be outdated by then.

▪ The JCA only describes the analyses provided to address the additional evidence needed to answer questions on relative 

effectiveness that are formulated in form of the PICO(s). The JCA will describe whether the provided analyses are in line with 

methodological guidelines published by the HTAR CG. The acceptance of these analyses as basis for a reimbursement 

decision is still a national mandate.

▪ The different PICOs are the result of inequalities in the European landscape!

▪ Uptake of the JCA is voluntary (but all MS have committed to do so) and depends on the national mandate and requirements



2025, a new era begins, all problems solved?

Communication

▪ The HTAR puts in place tools for increased early dialogue 

▪ JSC is a multi-Stakeholder process that has proven to improve the understanding of commonalities and differences between 

the Stakeholders but also among the Stakeholders

▪ It can (but only on a voluntary basis) include discussions on Health Economic methods like CUA. Not all MS do health 

economics and some MS will not participate in that part of a discussion
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Communication

▪ The HTAR puts in place tools for increased early dialogue 

▪ JSC is a multi-Stakeholder process that has proven to improve the understanding of commonalities and differences between 

the Stakeholders but also among the Stakeholders

▪ It can (but only on a voluntary basis) include discussions on Health Economic methods like CUA. Not all MS do health 

economics and some MS will not participate in that part of a discussion

▪ Capacity might not match the demand

▪ A wish for more flexibility in the request process has already been expressed by the industry



2025, a new era begins, all problems solved?

The patient voice

▪ The HTAR makes Patient involvement mandatory, both for JCAs and JSCs

▪ Aligning existing national processes and regulations (conflict of interest) has proven difficult. Some MS might have to change 

their legislation to enable patient participation as currently foreseen

▪ Who (individual or patient organisations) can be the patient voice is still not fully settled
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The patient voice

▪ The HTAR makes Patient involvement mandatory, both for JCAs and JSCs

▪ Aligning existing national processes and regulations (conflict of interest) has proven difficult. Some MS might have to change 

their legislation to enable patient participation as currently foreseen

▪ Who (individual or patient organisations) can be the patient voice is still not fully settled

▪ Patient organisations and representatives have expressed concerns about the (unpaid) workload, lack of proper communication 

on the degree of involvement and lack of training.

▪ Several patient organisations have provided training courses independently to be prepared



2025, a new era begins, all problems solved?

No, while the HTAR hits the ground running, this is still learning by doing.

No test JCA has ever been performed, the earlier REAs generated under the EUnetHTA umbrella 
have helped but are no real indicators. Few MS have been involved in those as EUnetHTA did not 
cover all of Europe

In the interim period JSCs were conducted differently than what is now foreseen procedural wise. 
The experience level of the MS differ greatly (some MS having been involved since the start of joined 
EMA-EUnetHTA advices in different formats, other MS having only been observers or not 
participated at all until now)

Timelines for JCAs are tight both for Industry and HTA-bodies
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No, while the HTAR hits the ground running, this is still learning by doing.

No test JCA has ever been performed, the earlier REAs generated under the EUnetHTA umbrella 
have helped but are not real indicators. Few MS have been involved in those as EUnetHTA did not 
cover all of Europe

In the interim period JSCs were conducted differently than what is now foreseen procedural wise. 
The experience level of the MS differ greatly (some MS having been involved since the start of joined 
EMA-EUnetHTA advices in different formats, other MS having only been observers or not 
participated at all until now)

Timelines for JCAs are tight both for Industry and HTA-bodies

The HTAR needs to be a learning system, reduce requirements and workload where appropriate, 
match processes to the needs of those involved and be willing and flexible enough to change 
processes to match the intentions of the HTAR



dmp.no

dmp.no

helsenorge.no

helsenorge.no

Direktoratet for medisinske produkter

http://www.dmp.no/
http://www.helsenorge.no/
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