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Management of breakthrough pain in adult patients using opioid therapy for chronic cancer pain.
Breakthrough pain is a transient exacerbation of otherwise controlled chronic background pain.
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4.2 Posology and method of administration

[...]

In absence of adequate pain control, the possibility of hyperalgesia, tolerance and progression of underlying
disease should be considered (see section 4.4).

4.4  Special warnings and precautions for use

[...]

Upon repeated administration of opioids such as fentanyl, tolerance and physical and/or psychological
dependence may develop. latrogenic addiction following therapeutic use of opioids is known to occurrare.
[...]

As with other opioids, in case of insufficient pain control in response to an increased dose of fentanyl, the
possibility of opioid-induced hyperalgesia should be considered. A fentanyl dose reduction or
discontinuation of fentanyl treatment or treatment review may be indicated.

4.8 Undesirable effects
[...]
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System Organ Class

Adverse Reaction by Frequency

Very common Common Uncommon Not known (cannot be
>1/10 >1/100 to < 1/10 >1/1,000 to <1/100 estimated from
available data)
Psychiatric disorders Depression Hallucination
Paranoia Drug dependence
Confusional state (addiction)
Disorientation Drug abuse
Mental status changes
Anxiety
Euphoric mood
Dysphoria
Emotional lability
Disturbance in attention
Insomnia
General disorders Fatigue *Drug withdrawal syndrome Flushing and hot flush

and administration
site conditions

Asthenia
Malaise

Peripheral oedema
Pyrexia

Neonatal withdrawal
syndrome

* opioid withdrawal symptoms such as nausea, vomiting, diarrhoea, anxiety, chills, tremor, and sweating
have been observed with transmucosal fentanyl
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