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Principles

Highly innovative technologies often have immature 

clinical evidence (and  high prices)

Potential for RWE  

- to fill gaps in clinical development, and/or 

- resolve uncertainties post-launch?

Can requirements be aligned across stakeholders 

and health jurisdictions/payers?

Payer-Led Multi-Stakeholder Learning Network 



…working with the RWE4Decisions multi-stakeholder community
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S e c r e t a r i a t :

M U LT I - S TA K E H O L D E R  C O M M U N I T Y

HTA bodies, Payers and Health Ministries

Clinicians/Researchers/
Registry-holders

UZ Leuven, ECO, EORTC, 
EBMT, Canadian Registry

Patients/Foundations
EURORDIS, ECO, ECPC
AfM-Téléthon, SMA UK

Regulators
European Medicines 

Agency (EMA)

Industry
EUCOPE, AstraZeneca, 

Boehringer Ingelheim, Novartis, 
Pfizer, Roche, Takeda 

Academia
Università Cattolica del 

Sacro Cuore,
University of Edinburgh, 
Mc Master University, 
University of Quebec, 

University Lyon, University 
of Helsinki 

Analytics 
experts/Statisticians
Aetion, Flatiron, EFSPI

AITHA,
Austrian Social 

Insurance 
Association

INAMI-RIZIV,
KCE

CADTH Danish Medicines 
Council, Amgros

NICE FIMEA HAS G-BA, 
AOK

NCPE

AIFA ZIN NoMA AOMIT INFARMED Health 
Insurance 
Institute

Health 
Ministry

TLV





RWD for pricing and reimbursement decisions?

But what about as 
more pivotal evidence 

of clinical 
effectiveness?

Economic modelling
➢ Characterizing population
➢ Understanding local care pathway
➢ Natural history
➢ Long-term effects
➢ ….

• Extending population beyond that in clinical 
trial/initial reimbursed population  (e.g. SMA)

• To demonstrate comparative effectiveness
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Robust 
RWE to Inform 

Pricing & Reimbursement Decisions

Data 
Availability, 
Governance 
& Quality

Methodology
Design & 
Analysis

Trust 
Transparency, 
Reproducibility

Policy 
& 

Partnerships

+ Management support to provide resources and upskill

Four pillars to support development of robust Real-World Evidence (RWE) 
for HTA/Payer decision-making 

Capkun, G., Corry, S., Dowling, O., Asad Zadeh Vosta Kolaei, F., Takyar, S., Furtado, C., . . . Facey, K. (2022). Can we use existing guidance to support the 
development of robust real-world evidence for health technology assessment/payer decision-making? IJTACC, 38, E79. doi:10.1017/S0266462322000605
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Valtermed protocols and reports
https://www.sanidad.gob.es/en/profesionales/farmacia/valtermed/home.htm
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https://rwe4decisions.com/documents/country-responses/ 

Austria Belgium Denmark England Finland Germany

Italy Norway Netherlands Scotland Spain Sweden

https://rwe4decisions.com/documents/country-responses/


Life cycle of RWE generation

Horizon 
scanning 

Joint Scientific 
Consultations 
about RWE 
generation – 
during clinical 
development 

and post 
launch

HTA – 
standardized 

critical 
assessment 

of RWE

Post-Launch 
RWD Collection 

in outcomes-
based 

agreements

Treatment 
optimization 

and            
re-appraisal

Learning Health System
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