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PUBLIC SUMMARY OF THE RISK MANAGEMENT PLAN
VI.2 Elements for a Public Summary
VI.2.1 Overview of disease epidemiology
This medicine is indicated for relief of severe pain.
Acute pain is a major problem after surgery and trauma. Although acute pain management has improved,
still more than 50% of patients have severe to intolerable pain after surgery and trauma.1
Chronic moderate to severe pain afflicts one in five adults. Surveys of households reveal that over a third
have chronic pain sufferers in Europe (36%) and in the USA (42%). Non-cancer chronic pain burdens
especially three kind of groups of conditions: osteo- and rheumatoid arthritis (40%), operations and injuries
(25%), and spine problems (20%). 19% of the general adult population of Europe have had moderate or
severe chronic pain for a median of 7 years. One in five of those with chronic pain had suffered for over 20
years.1
Pain is the first symptom of cancer in 20–50% of all cancer patients, and 75–90% of advanced or terminal
cancer patients must cope with chronic pain syndromes related to chemotherapy, failed treatment, and/or
tumour progression.2
Pain prevalence increases with age, and is higher in females and in those with physically strenuous work
or less education. Racial or ethnic minority status predicts substandard access to appropriate pain
assessment and treatment in the United States and Western Europe.1
VI.2.2 Summary of treatment benefits
Management of pain is an important element in any therapeutic intervention. Failure to adequately manage
pain can have important negative consequences on physiological function, causing reduced mobility, muscle
wasting, joint stiffening and decalcification, and can contribute to deleterious changes in the psychological
state (depression, helplessness syndromes, anxiety).3
Morphine, like other opioids, acts directly on the central nervous system to relieve pain and is still
considered the gold standard in the treatment of severe acute and chronic pain.3
VI.2.3 Unknowns relating to treatment benefits
There is insufficient evidence to recommend routine use of opioids (e.g. morphine) to reduce pain in
newborn babies (full-term or preterm) with breathing difficulties on breathing machines.4 Recent studies
have shown insufficient effect of morphine in preterm newborn babies on breathing machines and possible
negative long term effects of therapy in these patients.5
Disparities are known to exist in the prescription of opioid analgesics among racial and ethnic groups in the
management of postoperative, cancer, and emergency department pain in patients across all ages,
including children.6

VI.2.4 Summary of safety concerns
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VI.2.5 Summary of risk minimisation measures by safety concern
All medicines have a Summary of Product Characteristics (SmPC) which provides physicians, pharmacists
and other health care professionals with details on how to use the medicine, the risks and recommendations
for minimising them. An abbreviated version of this in lay language is provided in the form of the package
leaflet (PL). The measures in these documents are known as routine risk minimisation measures. The
Summary of Product Characteristics and the Package leaflet for this medicinal product can be found in the
national authority’s web page.
This medicine has no additional risk minimisation measures.
VI.2.6 Planned post authorisation development plan (if applicable)
Not applicable.
VI.2.7 Summary of changes to the risk management plan over time
Not applicable.

