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VI.2 Elements for a Public Summary
Etoricoxib Orion is indicated in adults and adolescents 16 years of age and older for:


Reducing the pain and swelling (inflammation) in the joints and muscles associated
with OA, rheumatoid arthritis (RA), ankylosing spondylitis and gout.



Short-term treatment of moderate pain associated with dental surgery.

VI.2.1 Overview of disease epidemiology
Osteoarthritis (OA)
Osteoarthritis is a disease of the joints.

It results from the gradual breakdown of cartilage

that cushions the ends of the bones. This causes swelling (inflammation), pain, tenderness, stiffness
and disability. Old age, female gender, overweight and obesity, knee injury, repetitive use of joints, bone
density, muscle weakness, and joint laxity play roles in the development of joint OA, particularly in the
weight-bearing joints.
Rheumatoid arthritis
Rheumatoid arthritis is a long term inflammatory disease of the joints. It causes pain, stiffness,
swelling, and increasing loss of movement in the joints it affects. It may also cause inflammation in other
areas of the body. Prevalence ranges from 0.5-1.5% of the population in industrialised countries. The
incidence of the condition is low, with around 1.5 men and 3.6 women developing RA per 10 000 people
per year. The overall occurrence of RA is two to four times greater in women than in men. The peak age
of incidence for both genders is the 70s, but people of all ages can develop the disease.
Gout
Gout is a disease of sudden, recurring attacks of very painful inflammation and redness in the joints. It
is caused by deposits of mineral crystals in the joint. It most often affects middle-aged to elderly men
and postmenopausal women.

Ankylosing spondylitis
Ankylosing spondylitis is an inflammatory disease of the spine and large joints. It usually initially presents
during the third decade of life, and rarely after the age of 45 years. The prevalence of ankylosing
spondylitis is generally believed to be between 0.1% and 1.4% globally.
VI.2.2 Summary of treatment benefits
Etoricoxib belongs to a group of medicines called coxibs which selectively blocks enzyme COX-2 and
inhibits the production of prostaglandin that cause pain, inflammation, and fever.
The efficacy of etoricoxib for the treatment for OA was established in a study as compared to placebo.
For the treatment of RA and ankylosing spondylitis, etoricoxib was found to provide significant
improvements in pain, swelling, mobility, and function in one study.
For acute gout arthritis, efficacy of etoricoxib in relieving moderate to extreme joint pain and swelling
was established in a study compared to indomethacin.
For treatment of dental pain after surgery, etoricoxib was found to have a similar pain relieving effect as
compared to ibuprofen, and greater efficacy as compared to paracetamol-codeine combination and
placebo.
VI.2.3 Unknowns relating to treatment benefits
Clinical experience is limited particularly in patients with moderate hepatic dysfunction and caution is
advised. There is no clinical experience in patients with severe hepatic dysfunction (Child-Pugh score
>10); therefore, its use is contraindicated in these patients.
No clinical data on exposed pregnancies are available for etoricoxib. The potential for human risk in
pregnancy is unknown. It is also unknown whether etoricoxib is excreted in human milk.
VI.2.4 Summary of safety concerns
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very rarely with the use of
etoricoxib.

Missing information
Risk

What is known

Use in pregnancy and lactating

There is no data available on pregnancies where etoricoxib

women

has been taken. Studies in animals have shown that etoricoxib
interferes with the normal reproductive ability. Etoricoxib should
not be used during pregnancy. If a woman becomes pregnant
during treatment, etoricoxib must be discontinued.
It is not known whether etoricoxib is released in human milk.
Etoricoxib has been detected in the milk of female rats. Women
who use etoricoxib must not breast feed.

Use in patients less than 16

Etoricoxib should not be used in children and adolescents under

years of age

16 years of age.
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Etoricoxib should not be administered in patients with impaired
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with

liver

In patients with mild liver disease (Child-Pugh score 5-6), a dose

(hepatic

of 60 mg once daily should not be exceeded. In patients with
moderate liver disease (Child-Pugh score 7-9), the dose of 30 mg
once daily should not be exceeded.
There is no clinical experience in patients with severe liver function
impairment (Child-Pugh score >10), therefore, its use is prohibited
in these patients.

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 Etoricoxib
Orion can be found in the national authority’s web page.
This medicine has no additional risk minimisation measures.
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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.
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