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1 Context 

 
The SOP was developed by the WP3 on adverse events reporting, 
reviewed by the WP6 on standard operating procedures and validated by 
the WP3.  
This SOP will be discussed at the beginning of the next ECRIN project to 
comply with the objectives of the Quality Unit and the different delegation 
models to be used for the pilot project.  
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ECRIN-AE-SOP ØØ1 
How to support adverse events reporting in multinational clinical trials on 
medicinal products 
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