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1) What are the opportunities and challenges of the EU-HTA-Regulation

(EU-HTA-R) and its implementation?

For patients across the EU, the implementation of the EU-HTA-R represents a unique opportunity

for timelier decision making in Member States and increased opportunities for more timely access

across the EU, one of the key objectives of the EU Pharmaceutical Strategy.

This is based on the assumption that there will be

- Increased predictability of the EU-level evidence assessment process and how it affects

corresponding national assessment and decision making processes

- Clear and more coherent clinical evidence requirements across the EU, especially in light of

innovative medicine pipelines, evolving medicine development and regulation paradigms

- More efficient clinical evidence generation informed by the needs of all decision makers

- Increased predictability in the interpretation of clinical evidence by HTA experts

We believe – also informed by the experience gathered in the many pilots during the various Joint

Actions - that these opportunities can only be realised when

- Health Technology Developers (HTDs), patients, clinicians, other experts with their unique

insights are actively involved throughout future Joint Scientific Consultations (JSC) and future

Joint Clinical Assessments (JCA) processes

- Future EU JCAs focus on what is commonly required by the Member States so that it is more

than just an amalgamation of diverging national evidence requirements and methodologies

and becomes workable for both, assessors and companies

- JCAs are well integrated into national decision making processes to ensure effective use of

EU JCAs

- state of the art assessment methodologies are applied that can reflect the specificities of a

health technology (see also EU-HTA-R Art. 4)

- EU HTA processes are adequately resourced e.g. to ensure that all companies that seek early

advice about clinical evidence generation that meets the needs of all decision makers can

have it. JSCs are a critically important starting point for high quality future JCAs.

Challenges that we currently face

- Preparing for JCA submission for a new molecule will take easily 12 months. We are quickly

running out of time. We should not approach 2025-2030 as the implementation and

experimentation period.

- There is considerable uncertainty regarding the specific processes and methodological

framework that will finally be adopted as the basis of JCAs in 2025. We have had the chance

to comment on EUnetHTA21 draft guidance documents. While some of our comments have

been taken on board, we remain concerned that key elements of the proposed framework

pose substantial risks for the quality, workability and overall value of the future JCA

framework. EFPIA is committed to constructively contribute to finding improved solutions

with the EC, the EUnetHTA21 and the EU HTA Coordination Group.

- There is a high likelihood that many HTDs with products in JCAs in 2025 and 2026 will not

have had the opportunity of Joint Scientific Consultations, which is the critically important
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starting point for a high quality JCA. We are grateful for the ongoing efforts of EC, CG and

Member States to find solutions to increase capacity during the remainder of the

implementation phase and beyond.

- While a number of Member States have started to plan for the arrival of the new system and

the integration of future Joint Clinical Assessments, others have not yet been able to identify

the necessary resources to do so. We are in contact with our national associations to raise

awareness about the EU HTA regulation and its opportunities and to support national

preparedness.

- Internally we do face the challenge to explain the new framework in more detail, its potential

benefits compared to the status quo, and the need to establish a new (parallel) operational

model for EU JSCs and JCAs within the next 12 months.

2) How are EFPIA and its member companies preparing for the

implementation of the new HTA regulation?

Individual company members of EFPIA

- There is very limited time to prepare, especially for companies with JCAs in 2025

- Certainly larger companies have established internal cross-functional workstreams to prepare for

the internal implementation of the EU-HTA-R back in 2021/2022

o Need to plan for new EU-level processes, initially in parallel to the existing national HTA

submission framework, coming with resource requirements but with rather uncertain

opportunities and risks when compared to the status quo

o review of portfolio to understand if there are products they may be jointly assessed in the

coming years, assess the opportunity to request JSCs and the required resources

o to get clarity on the concrete rules and principles of the new EU HTA JSC and JCA

processes

o to develop a new operational model that integrates cross-functionally HTA experts,

statisticians, clinical scientists, regulatory specialists, access and commercial functions

and their existing ways of working in the most critical pre-launch phase of a product’s

lifecycle

o to secure the required incremental resources

o to provide the HTD perspective on the implications and potential impact of proposed

implementation principles and rules in the external debate

- Smaller companies unlikely have resources to start planning for product JCAs at this stage while

there is still considerable uncertainty about the final rules and principles

EFPIA as EU industry association and its role

- Represent the consolidated perspective of its members (companies and national associations)

towards the EU-HTA-R and its implementation: participation in consultations and in the wider

public debate

- Develop evidence to illustrate industry considerations, concerns and proposals and support the

constructive engagement with EUnetHTA21, Coordination Group and EC

- Provide support to national associations and their members that are asked to constructively

support the national implementation of the EU HTA Regulation and to adjust to changing national

HTA processes

EFPIA is committed to constructively contribute to the co-creation of the new EU system
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