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4. Clinical Particulars

4.3 Special warnings and precautions for use

Repeated use of Oramorph 20 mg/ml can lead to Opioid Use Disorder (OUD). A higher
dose and longer duration of opioid treatment, can increase the risk of developing OUD.
Abuse or intentional misuse of Oramorph 20 mg/ml may result in overdose and/or
death. The risk #ereasesof developing OUD is increased in patients with a personal or
a family history (parents or siblings) of substance use disorders (including alcohol use
disorder), in current tobacco users or in patients with a personal history of other mental
health disorders (eg. major depression, anxiety and personality disorders).

Before initiating treatment with Oramorph 20 mg/ml and during the time treatment,
treatment goals and a discontinuation plan should be agreed with the patient (see
section 4.2). Before and during treatment the patient should also be informed about the
risks and signs of OUD. If these signs occur, patients should be advised to contact their
physician.

Patients will require monitoring for signs of drag-is—used;—and—-with-higher-deses: -

seeking behavior (e.g. too early requests for refills). This includes the review of
concomitant opioids and psycho-active drugs (like benzodiazepines). For patients with
signs and symptoms of OUD, consultation with an addiction specialist should be
considered.

djustments of dose or
dosage form, and gradual withdrawal of morphine. For individual symptoms, see
section 4.8

[...]

Sleep-related breathing disorders

Opioids can cause sleep-related breathing disorders including central sleep apnoea
(CSA) and sleep-related hypoxemia. Opioid use increases the risk of CSA in a dose-



dependent fashion. In patients who present with CSA, consider decreasing the total
opioid dosage.

BioAv ESevere cutaneous adverse reactions (SCARs)

Acute generalized exanthematous pustulosis (AGEP), which can be life-threatening or
fatal, has been reported in association with morphine treatment. Most of these reactions
occurred within the first 10 days of treatment. Patients should be informed about the
signs and symptoms of AGEP and advised to seek medical care if they experience such
symptoms.

If signs and symptoms suggestive of these skin reactions appear, morphine should be
withdrawn and an alternative treatment considered.

Hepatobiliary disorders
Morphine may cause dysfunction and spasm of the sphincter of Oddi, thus raising
intrabiliary pressure and increasing the risk of biliary tract symptoms and pancreatitis.

4.4 Interaction with other medicinal products and other forms of interaction
The following interactions of this medicinal product have to be considered:

Concomitant application of morphine and other medicines with centrally sedating
effects such as tranquilisers, anaesthetics, hypnotics and sedatives, neuroleptics,
barbiturates, trieyelicantidepressants, antihistamines / antiemetics, and other opioids,
gabapentin or pregabalin or alcohol can result in an increase of the adverse effects of
morphine at the usually recommended dose. This applies especially to the possibility of
respiratory depression, sedation, hypotension and even coma.

[...]
4.7 Undesirable effects

[..]

Hepato-biliary disorders
Not known: spasm of sphincter of Oddi

Respiratory, thoracic and mediastinal disorders
Not known: central sleep apnoea syndrome

Skin and subcutaneous tissue disorders
Not known: acute generalised exanthematous pustulosis (AGEP)
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