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National Competent Authorities (NCAs)
Marketing 

Authorisation Holders 
(MAHs)

Data-Processing 
Network

Secure e-reporting of 
Individual Case Safety 

Reports (ICSRs)

Signal Detection 
and Data Analysis 
for EMA/Member 

States (MSs)
ICSRs for all 

medicines authorised 
in the EEA

Facilitates mandatory e-reporting of adverse reactions in the EU
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Number of ICSRs (excluding backlog) received per mo nth in EV (2004 - 2011)
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EVPM %
0 - 17 Years 8%
18 - 64 Years 43%
65 - 74 Years 13%
75 - 84 Years 9%
>= 85 Years 3%
DQI 25%
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Seriousness Death Life threat Hospital Disabling Congen ital Other
Not specified 24% 27% 17% 29% 29% 24%

Yes 14% 9% 45% 4% 0% 32%
No 62% 64% 38% 67% 71% 44%

Not specified, 
2.54%

Yes 
85.89%

No, 11.57%

41.05%

58.15%

0.80%

EEA Non EEA Not specified
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1.6%Respiratory system

1.1%Sensory organs

0.2%Antiparasitic products, insecticides and repellents

0.7%Dermatologicals

6.5%Alimentary tract and metabolism

7.0%Musculo-skeletal system

8.9%Antiinfectives for systemic use

11.2%Blood and blood forming organs

12.3%Nervous system

14.2%Antineoplastic and immunomodulating agents

33.3%Not specified (for non recoded products)

1.9%Various

2.0%Systemic hormonal preparations, excluding sex hormones and insulins

2.3%Genito-urinary system and sex hormones

11.6%Cardiovascular system

%Anatomical Therapeutic Chemical (ATC) code
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Rash                                                            

Confusional state                                                          

Dizziness                                                       

Pruritus

Pyrexia                                                         

Thrombocytopenia                                                

Diarrhoea

Vomiting                                                        

Dyspnoea

Nausea                                                          

Top PT - EEA
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Reaction PT PRR (-) PRR PRR (+) New New EEA New Non EEA New Fatal Total EEA Non EEA New elderly Total elderly
Arrhythmia 0.44 1.17 3.12 4 1 3 3 4 1 3 2 2
Bradycardia 1.14 1.66 2.43 27 13 14 2 27 13 14 1 2
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