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Challenge of cancer as a rare disease

- Biological subclassification => many common cancers become rare

 => performing randomized drug trials difficult, expensive, time-consuming (and biased)
 => primary approvals and reimbursement challenging (paucity of data); DRUP-like trials (PRIME-ROSE)

- Regulatory focus on post-approval space
 - generating reliable, trustworthy, regulatory-grade evidence from routine patient care data (RWD/RWE)
 - large harmonized and federated data networks (e.g. EMA DARWIN EU)

Marketing authorization
(conditional)

Final
approval

RWE generation (2-3 yrs)



FinOMOP • Population-based OMOP data 
harmonization

• Funded by local and EU grants => 
part of hospital IT infrastructure 

• University hospitals
• Governmental registries (THL; 

primary and secondary care)

• 10.5M patients mapped to OMOP

• Fit-for-purpose: EHDEN EU , 
DARWIN EU, mNSCLC studyathon

• OHDSI Europe National Node 



Ongoing federated big health data projects (FinOMOP, HUS)

- EHDEN EU – EHDEN Foundation
- EMA DARWIN EU
- Oncovalue EU
- PHEMS EU
- SYNTHIA EU
- Nordic VALO
- Harmony Foundation

- FALCON platform studies



OMOP enables real-world-evidence generation at scale 
(EHDEN EU)

http://dx.doi.org/10.2139/ssrn.5203825

https://doi.org/10.1101/2024.08.28.24312695 

https://dx.doi.org/10.2139/ssrn.5203825
https://doi.org/10.1101/2024.08.28.24312695


FALCON

A novel global network to generate timely high-quality 
real-world evidence in oncology

 

Federated Alliance for Large-Scale Cancer Observational Network



FALCON – Lung : background

Metastatic non-small cell lung cancer (mNSCLC) represents a significant global 
health burden, characterized by poor prognoses and high mortality rates. The 
introduction of immune checkpoint inhibitors (ICIs) has revolutionized treatment.

A key mission of Europe’s Beating Cancer Plan is providing equal access to high-
quality cancer care across the EU, and improve availability of medicines

Questions
- Characterize demographics and clinical characteristics of mNSCLC pts

Are trials & reimbursement representative of real patients?
- Investigate temporal and geographical trends in ICI uptake

Do we provide equitable access?
- Describe treatment pathways and clinical outcomes

Do we provide state-of-the art care? Equitable outcomes?



FALCON – Lung by iCAN: 
largest federated, public-private, RWE generation study in 
lung cancer (mNSCLC)

Support partners with different levels 
of data maturity

97 107 patients
(public – private)

• Impact of immune checkpoint inhibitor treatment patterns on outcome in mNSCLC
• Characterization of exceptional responders – novel biomarkers for response



FALCON - Lung

Timeline

Protocol    Nov ‘24
Partner recruitment  Nov ‘24 – Jun ’25
Study package development Feb ‘25 – Jun ‘25
Study run   Mar ‘25 – Nov ’25

Conception to completion ~1 year

Explore results through an interactive 
dashboard. Stratify by regimen, 
treatment line, site, age and sex. 
www.oncology.ohdsi.org/hus-nsclc/

http://www.oncology.ohdsi.org/
http://www.oncology.ohdsi.org/
http://www.oncology.ohdsi.org/
http://www.oncology.ohdsi.org/
http://www.oncology.ohdsi.org/
http://www.oncology.ohdsi.org/
http://www.oncology.ohdsi.org/


Study sites

* Private data partner

*

*
*



Attrition challenge: iCAN mNSCLC Stydyathon 2025

Verbiest A et al. 
ESMO 2025



FALCON-Bladder:
Guidelinathon

How do we make RWE impactful?



Guidelinathon milestones
- generating regulatory-grade RWE

Decision node 
extraction

Protocol 
development & 
review

Data quality 
assessment & 
improvement 

Phenotype & 
analytics 
development & 
refinement

Execution & 
results 
aggregation 

Dissemination
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•OHDSI Global 
Symposium
• ASCO 2026

node criteria extraction-EAU 
mBC.xlsx

GDE_Bladder Cancer Protocol 
FINAL_25JUN2025.docx June- July Aug

https://ohdsiorg.sharepoint.com/:x:/s/ohdsi.org/EdsnTs2gd5NAjxDH7jX3QZEBX6V9wwokwdB9L2ZhjQvUfA?e=A8073i
https://ohdsiorg.sharepoint.com/:x:/s/ohdsi.org/EdsnTs2gd5NAjxDH7jX3QZEBX6V9wwokwdB9L2ZhjQvUfA?e=A8073i
https://ohdsiorg.sharepoint.com/:x:/s/ohdsi.org/EdsnTs2gd5NAjxDH7jX3QZEBX6V9wwokwdB9L2ZhjQvUfA?e=A8073i
https://ohdsiorg.sharepoint.com/:x:/s/ohdsi.org/EdsnTs2gd5NAjxDH7jX3QZEBX6V9wwokwdB9L2ZhjQvUfA?e=A8073i
https://ohdsiorg.sharepoint.com/:w:/s/ohdsi.org/EcarJVngIA5GqxE8MiN0KF8BnmvN--RsqATCGeBMqX39IQ?e=FxtSGx
https://ohdsiorg.sharepoint.com/:w:/s/ohdsi.org/EcarJVngIA5GqxE8MiN0KF8BnmvN--RsqATCGeBMqX39IQ?e=FxtSGx


Multisite federated studies: some initial learnings

• Feasible, can be run relatively quickly, with modest cost

• OHDSI tooling a major facilitator

• Scientific and organizational rigor paramount: formal protocol, 
statistical analysis plan, detailed readiness assessments to 
ensure interoperability 
=> regulatory-grade evidence generation, causal inference

• Coordinator has a key role in driving the process – choose 
carefully

• Studyathons are an effective (and fun) way to speed-up results 
generation and fix issues  
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