
MedDRA and standard terminology 

EV organisation and user management 

Medicinal products (Art 57 database/XEVMPD) 

 
 

EudraVigilance 
gateway 

EV gateway 
 

 
 

 
EudraVigilance data 

warehouse and analysis 
system 
EVDAS 

 
 

 
 
 

 
European database of 

suspected adverse drug 
reaction reports 

Adrreports.eu 
 
 

 
EudraVigilance database 

management system 
EVDBMS 

 
 

 
 
 
 

EudraVigilance WEB reporting application 
EVWEB 

  

MAH ICSR 
download (*EVPM) 

ICSR 
creation 

ICSR 
submission 

ICSR  
query 

NCA ICSR 
rerouting 

Signal 
detection 

Data  
analysis 

EudraVigilance post-
authorisation module (EVPM) 

EudraVigilance clinical trials 
module (EVCTM) 

 
Recoding 

 

 
Duplicate 
detection 

 

Data collection 

Key 

Data management 

Data analysis 

Standard terminology 

Security management 

EudraVigilance system components 

Extraction, 
transformation 
and loading 
process 
ETL 
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