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Geoepidemiology • Variations of incidence

• Causes of secondary ITP
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ERCI group, Haematologica 2025

✓ 2010-2022
✓ 5989 patients
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clinical trials
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countries



What has been achieved to date: common extraction 
model & statistical analysis plan

Pitfalls 
1. Adaptation of protocol to 

o data available in the database
o database structure 

2. Transformation of existing variables
3. Sharing of aggregated data 

o meta-analysis => common effect
o but necessitates enough patients/events in each database

➢ Harmonization of data and structure
➢ Individual linkage



What has been achieved to date: common extraction 
model & statistical analysis plan

Pitfalls 
1. Adaptation of protocol to 

o data available in the database
o database structure 

2. Transformation of existing variables
3. Sharing of aggregated data 

o meta-analysis => common effect
o but necessitates enough patients/events in each database

➢ Harmonization of data and structure
➢ Individual linkage



Priority: RWE of new treatments



Priority: RWE of new treatments

CeReCAI, Am J Hematol 2026



ERCI initiative for registry harmonization

Top priority : harmonized data for RWE of new drugs

ERCI working group with a panel of 20 
participants (ITP expert, methodologist, 

epidemiologist, data scientist, data 
manager & biostatistician)

Review and meeting => consensus

External review board

Consensus guidelines

New consensus meeting
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Individual linkage is needed

Emulated trials
e.g.: comparison of rituximab, MMF 

and TPORA as second-line

Indirect treatment comparison
e.g. new drug versus standard of care 

Models with rare 
populations/events



Pharmacoepi: what are emulated trials?
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Pharmacoepi: what are indirect treatment 
comparisons?

Assignment procedure
Indirect comparison



Simonsen Pharmacoepidemiol Drug Saf 2026



ITP registries: next steps



ITP registries: next steps

Informed patients

Harmonized data

Data sharing in a certified 
data center

Contracts
Rules of access

Scientific committee

Anonymization



Anonymization: AI (generative adversarial 
networks) versus avatarization





Future: direct combination & multiple data

Informed patient

Harmonized data

Data sharing in a certified 
data center

PROs

Biobanking

Anonymization

± Synthetic patients
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