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EMA Policy 0070 

ǒPush to publicly disseminate 
clinical trials data 

 

ǒPhase 1: Publication of 
clinical study reports only 

 

ǒPhase 2 (future): Publication 
of individual-level records 
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https://clinicaldata.ema.europa.eu/web/cdp/home 











EMA Policy 0070: Drawing a Line 

ǒPush to publicly disseminate 
clinical trials data 

 

ǒApril 2017 ς guidance on 
how to share data 

 

 

ǒRisk of re-identification:    
no worse than 0.09 
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https://www.ema.europa.eu/documents/regulatory-procedural-guideline/external-guidance-
implementation-european-medicines-agency-policy-publication-clinical-data_en.pdf 
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Tiered Levels of Access 

ǒPublic 
ǒ Can be accessed without logging in 

ǒ Summary statistics only 
 

ǒSandbox Environments (on 
Google Cloud) 
 

ǒ Registered 

o Individual level records with minimal 
risk to participant identification 

 

ǒ Controlled  

o Individual level records with more risk 
to participant identification, but 
expected to be low 
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