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5.3.6 Cumulative Analysis of Post-authorization Adverse Event Reports

Table 1 below presents the main characteristics of the overall cases.

Table 1. General Overview: Selected Characteristics of All Cases Received During
the Reporting Interval

Characteristics Relevant cases (N=42086)
Gender: Female 29914
Male 9182
No Data 2990
‘Age range (years): <17 175°
0.01-107 years 18-30 4953
Mean = 50.9 years 3150 13886
n=34952 5164 7884
6574 3098
275 5214
Unknown 6876
Case outcome: Recovered/Recovering 19582
Recovered with sequelae 520
No recovered at the time of report 11361
Fatal 1223
Unknown 9400

a. in46 cases reported age was <16-year-old and in 34 cases <12-year-old.

As shown in Figure 1, the System Organ Classes (SOCs) that contained the greatest number
(>2%) of events, in the overall dataset, were General disorders and administration site
conditions (51,335 AEs), Nervous system disorders (25,957), Musculoskeletal and
connective tissue disorders (17,283), Gastrointestinal disorders (14,096), Skin and
subcutaneous tissue disorders (8,476), Respiratory, thoracic and mediastinal disorders
(8,848), Infections and infestations (4,610), Injury, poisoning and procedural complications
(5,590), and Investigations (3,693).
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