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4. CLINICAL
PARTICULARS
Psychiatric disorders 4.4 Special 4
Apremilast is associated with an Warnings and
increased risk of psychiatric disorders Special Precautions
such as insomnia and depression. for Use

Instances of suicidal ideation and
behaviour, including suicide, have been
observed in patients with or without
history of depression (see section 4.8).
The risks and benefits of starting or
continuing treatment with apremilast
should be carefully assessed if patients
report previous or existing psychiatric
symptoms or if concomitant treatment
with other medicinal products likely to
cause psychiatric events is intended.
Patients and caregivers should be
instructed to notify the prescriber of any
changes in behaviour or mood and of
any suicidal ideation. If patients suffered
from new or worsening psychiatric
symptoms, or suicidal ideation or suicidal
attempt is identified, it is recommended
to discontinue treatment with apremilast.




Apremilast has no or negligible influence
on the ability to drive and use machines.

See table 2 below

# In clinical studies and post-marketing
experience, uncommon cases of suicidal
ideation and behaviour, were reported,
while completed suicide was reported
post-marketing. Patients and caregivers
should be instructed to notify the
prescriber of any suicidal ideation (see
also section 4.4).

Apremilast has no
influence on the ability
to drive and use
machines.

See table 1 below

Depression

During the placebo-
controlled period of
the phase Il clinical
trials PSOR, 1.2%
(14/1184) of patients
treated with
apremilast reported
depression compared
to 0.5% (2/418)
treated with placebo.
None of these reports
of depression was
serious or led to study
discontinuation.

4.7 Effects on ability
to drive and use
machines

4.8 Undesirable
effects

Table 1
System Organ Class Frequency Adverse reaction
Infections and infestations Common Bronchitis
Upper respiratory tract
infection
Nasopharyngitis*
Immune system disorders Uncommon Hypersensitivity
Metabolism and nutrition disorders  |{Common Decreased appetite*
Psychiatric disorders Common Insomnia
Nervous system disorders Common Migraine*
Tension headache*
Headache*
Respiratory, thoracic, and mediastinal|Common Cough
disorders




Gastrointestinal disorders Very Common |Diarrhoea*
Nausea*
Common Vomiting*
Dyspepsia
Frequent bowel movements
Upper abdominal pain *
Gastroesophageal reflux
disease
Uncommon Gastrointestinal
haemorrhage
Skin and subcutaneous tissue Uncommon Rash
disorders
Musculoskeletal and connective Common Back pain*
tissue disorders
General disorders and administrative [Common Fatigue
site conditions
Investigations Uncommon Weight decrease
Table 2
System Organ Class Frequency Adverse reaction
Infections and infestations Common Bronchitis
Upper respiratory tract
infection
Nasopharyngitis*
Immune system disorders Uncommon Hypersensitivity
Metabolism and nutrition disorders  |{Common Decreased appetite*
Psychiatric disorders Common Insomnia
Depression
Uncommon Suicidal ideation and
behavior #
Nervous system disorders Common Migraine*
Tension headache*
Headache*
Respiratory, thoracic, and mediastinal{Common Cough
disorders
Gastrointestinal disorders Very Common |Diarrhoea*
Nausea*
Common Vomiting*
Dyspepsia
Frequent bowel movements
Upper abdominal pain *
Gastroesophageal reflux
disease
Uncommon Gastrointestinal
haemorrhage
Skin and subcutaneous tissue Uncommon Rash




disorders

Musculoskeletal and connective Common Back pain*
tissue disorders

General disorders and administrative [Common Fatigue

site conditions

Investigations Uncommon Weight decrease
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