
4. Overcoming Obstacles: Charting the Path Ahead 

• Introduction, presentation of RWE4Decisions and other initiativesFrançois Meyer, 
Consultant, Special Advisor for RWE4Decisions

• Stakeholder Actions to Generate Better Real-World Evidence for HTA/Payer Decisions
Piia Rannanheimo, Chief Specialist at Fimea (Finnish Medicines Agency)

• Alignment of Evidence Needs with Study Designs and Data Sources
Massoud Toussi, VP, Global Head of RWE at Cytel

• Discussants
Jana Hlaváčová Patient advocate, European Multiple Sclerosis Platform

Niklas Hedberg, Chief Pharmacist, TLV, Sweden, Vice-chair of European HTA Coordination Group

Conor Teljeur, Chief scientist at  HIQA Health Information & Quality Authority

17 November 2024Real-world evidence to support payer/HTA decisions about highly innovative 
technologies in the EU
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RWE4Decisions, a Payer/HTA-led 
multi-stakeholder Learning Network

Overcoming Obstacles: Charting the Path Ahead 

ISPOR EU Real-World Evidence Summit 2024

17 November 2024

François Meyer, Special Advisor, FIPRA



• RIZIV – INAMI : (National Institute for Health and Disability Insurance)
‘Payer’ organisation : Federal public body of social security in Belgium.

• RIZIV – INAMI’s Pharmaceutical Policy Department

• organises and directs the operation of the consultation bodies and their working groups 
e.g. the Commission for the Reimbursement of Medicines 

• supports the operation of the sector and solves its problems 

• carries out scientific and statistical research and interprets information from databases.
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RWE4Decisions: 
A payer-led initiative 



INAMI multi-stakeholder roundtables – Exploring use of RWE 
for payer decision making about highly innovative medicines

17 November 20244

2016/2017 2018
2020

RWE4Decisions

The use of real world data throughout an 
innovative medicine’s lifecycle

Outcomes based pricing and 
reimbursement of innovative medicines 

with budgetary limitations

TRUST4RD  
Tool for Reducing Uncertainties in the 
evidence generation for Specialised 

Treatments for Rare Diseases

RWE4Decisions recommended actions for 
stakeholders to support payer/HTA 
decisions about highly innovative 

technologies



Principles
Highly innovative medicines often have immature clinical 

evidence (and high prices)

Could robust RWE be used to:  

- fill gaps in evidence from clinical development

- support conditional reimbursement? 

Can requirements be aligned across stakeholders and 

health jurisdictions/payers?

Dialogues - Public Meetings, Invitation-Only Roundtables, 

Published Outputs

Payer-Led Multi-Stakeholder Learning Network 
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The Learning 
Network



Context: the HTA regulation

Source : https://health.ec.europa.eu/events/eu-hta-regulation-webinar-health-technology-developers-medicinal-products-2024-11-15_en

HTD = Health Technology Developer 

8



RWE and the HTA regulation

• Joint Clinical Assessments
• RWE submission at the time of initial assessment?

• Methodological guidance by HTAR Coordination Group : 
Chapter on RWE

• Joint Scientific Consultations
• Dialogue between pharma company and HTA bodies (possibly in parallel

with EMA) at an early stage of product development

• Includes discussion on possible evidence gaps and planned
Post Launch Evidence Generation (PLEGs)
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European and Regional initiatives
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• Data Analysis and Real World Interrogation Network
• Coordination centre created by the European Medicines Agency and the European 

Medicines Regulatory Network, provide evidence on medicines drawn from real-world 
healthcare databases across the EU

• Joint HTA of medicinal products in the 5 Nordic countries: Denmark, Finland, Norway, 
Sweden, Iceland

• Successor of FINOSE

• Multi-country collaboration in horizon scanning, information sharing, HTA, pricing and 
reimbursement

• Initiative for improved and sustainable access to innovative treatments for patients of 
participating countries: Belgium, Netherlands, Luxembourg, Ireland, Austria



Other European initiatives
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• IDERHA - Integration of Heterogeneous Data and Evidence towards Regulatory and HTA 
Acceptance

• European public-private partnership launched in April 2023
• Aims to be an open, disease agnostic, federated pan-European data space for collection, 

access, use and reuse of digital health data

• Horizon Europe Consortium aiming to promote use of RWD in regulatory decision-making 
and HTA

• Making use of technologies like AI, machine learning

• Multi-stakeholder initiative led by the European Patients’ Forum (EPF) and the European 
Institute for Innovation Through Health Data (i~HD), aiming to raise awareness about the 
importance of health data and improve understanding of its use. 

• Set by the Innovative Health Initiative (IHI)
• Multi-stakeholder forum advancing use of RWE in regulatory, HTA and clinical decision-

making. Platform for collaboration and knowledge sharing.



Connecting with other RWD/E initiatives
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Thank you!

Keep up to date on Linked      @RWE4Decisions
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