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L.0 Overview of Reports of Psychiatric Adverse Events associated with Atomoxetine

Up to the 22 Septemb er 2005 the MAH has received a total of 6,7 5l reports involving
10,988 psychiatric reactions. Of these reports 2,383 were from healthcare professionals
(hcps).

The reactions where more than 50 reports have been received are provided in the table
below. As can be seen from this table the most commonly reported reactions (all reports
or hcps reports only) include insomnia, abnormal behaviour, aggression mood swings,
initability and agitation.

Reaction PT Total No of
rePorts

No of HCP
rePorts

Non HCP
reports

lnsomnia 1  1 5 9 250 909
Abnormal behaviour 989 263 726
Aggression 763 314 449
Mood swings 763 1 8 8 575
Irritability s99 1 8 5 414
Crying 491 105 386
Anxiety 449 r64 285
Depression 393 140 253
Agitation 363 177 1 8 6
Anger 354 106 248
Nervousness 27s 49 226
Middle insomnia 201 1 8 1 8 3
SIeep disorder 169 32 137
Suicidal ideation 143 104 39
Impulsive behaviour 134 27 107
Depressed mod 121 a -

J J 88
Mania 1 1 5 96 1 9
Emotional distress t12 27 85
Emotional disorder l t 1 23 88
Thinking abnormal 108 23 85
Nightmare 106 5 l 55
Init ial insomnia 103 8 95
Restlessness 99 22 77
Confusional state 86 44 42
Apathy 84 23 6 1
Hallucinations 80 56 24
Personality change 70 t 8 52
Psychotic disorder 70 55 l 5
Libido decreased 68 25 43
Fear 67 11 56
Social avoidant behaviour 67 t 7 50
Excitability 6 l 1 0 5 1
AttentionDefi citlHyperactivity d i sorder 57 l 7 40
Disorientation 5 5 22 a a

J J

Mood altered 5 5 22 a - ,
J J
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