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Supporting multinational trials in Europe

Registration trials

Repurposing trials
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Comparative effectiveness trials o4
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Challenges for clinical researchers

Personalised medicine research
Secondary use of data
Complex trials

Risk-based approach
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Personalised medicine research PERM‘:%:T

PERsonalised Mediclne Trials
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Secondary use of data and data sharing

Harmonization of data standards ?
> EHR, registries, cohorts

> Clinical trial data (CDISC ?)
Quality / traceability requirements ?

Harmonisation of data protection regulations ?
> HIPAA vs. GDPR

» Broad consent for secondary use / data sharing : objectives ? procedure ?
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The Randomized Registry Trial — The Next Disruptive

Technology in Clinical Research?
Michael 5. Lauer, M.D., and Ralph B. D'Agostino, 5r., Ph.D.

M EMGL] MED 355,17 HNEJM.ORG OCTOBER 24, 2013
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Rapid Randomization in the TASTE Trial, with Enrollment of Most Patients Receiving Primary Percutaneous Coronary Intervention (PCI).
Adapted from the Institute of Medicine (www.iom.edu/~ media/ FilesfAdtivity ¥ 20F illes | Quality/ VSRT L5 T#2MW orkshop/ Presentations/
Granger.pdf). The incremental cost of the Thrombus Aspiration in 5T-Elevation Myocardial Infarction in Scandinavia (TASTE) trial 5

was 5300,000, or $50 for each participant who underwent randomization.
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Complex trials (adaptive platform trials)
For marketing authorization, or for comparative effectiveness ?

9 eunethta
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Data management
Statistical methods
Sponsor / co-sponsor ?
Data sharing
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Risk-based trial management and oversight

OECD Recommendation on the
Governance of Clinical Trials

OECD recommendation :
» Risk based provisions

> Harmonisation ?

> IND / non-IND

> Low-intervention trials
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Any questions?

Further information

WWW.Ecrin.org
jacques.demotes@ecrin.org

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Send us a question Go to www.ema.europa.eu/contact
Telephone +31 (0)88 781 6000

Follow us on % @EMA_News
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