
RWE4 Decisions project: 
how to take more informed 
reimbursement decisions with RWE?

Marc Van de Casteele, internist PhD
Coordinator – expertise pharmaceuticals
Belgian National Institute for Health and Disability Insurance (INAMI/RIZIV) 

March 12th 2021



RWE  – RIZIV-INAMI papers

2016 2017 2018 2019/2021

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

Real-world evidence to 
support Payer/HTA 

decisions about highly 
innovative technologies in 

the EU – actions for 
stakeholders







RWE  – RIZIV-INAMI workshop Sep 10th 2020

2016 2017 2018 2019/2021

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

Real-world evidence to 
support Payer/HTA 

decisions about highly 
innovative technologies in 

the EU – actions for 
stakeholders



Wide range of uses for 
RWE 

Epidemiology (disease 
type, prevalence, 

incidence etc.)
Natural history

Determination of a 
diagnostic algorithm

External comparator

QoL, utilities

Efficacy

Long-term 
effectiveness Resource use

Workshop outcomes (1)
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RWE4Decisions calls for the creation of a multi-stakeholder EU 
Learning Network on Real-World Evidence, which is based on a 
transparent governance mechanism. This Learning Network, 
designed for Member States to implement evidence-based 
decision-making, should be supported by EU funding, and:

1. clarify when, by whom and how real-world data should be 
collected in order to generate real-world evidence that meets 
the needs of patients and healthcare systems;

2. be based on a voluntary mechanism;
3. be underpinned by robust methodologies in alignment with 

other initiatives.
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Workshops
■ Evidence framework
■ Checklist of RWE 
needs for
reimbursement
decision
■ When Ob-MEA
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Thank you for your attention

Questions ?


