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e  Serious and life-threatening hypercalcaemia has been reported with denosumab 60mg (Prolia) in children and
adolescents in clinical trials for osteogenesis imperfecta and during off-label use. Denosumab 60mg (Prolia) is
authorized for use in adults with osteoporosis and other bone loss conditions — it should not be used in children
and adolescents younger than 18 years.

Adbvice for healthcare professionals:

e Denosumab 60mg (Prolia) is authorized for use only in adults (aged 18 years and older) for treatment of
osteoporosis and other bone loss conditions.

e Serious and life-threatening hypercalcaemia has been reported with denosumab 60mg use in children and
adolescents in clinical trials and during off-label use.

e Hypercalcaemia cases occurred during treatment or in the weeks to months after the last dose.
Denosumab 60mg (Prolia) should not be used in children and adolescents younger than 18 years.

e Denosumab 120mg (Xgeva) remains authorised for skeletally mature adolescents with giant cell tumour of bone
(alongside other authorizations).
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hitps://www. gov.uk/drug-safetv-update/denosumab-60mg-prolia-should-not-be-used-in-patients-under-18-years-due-to-the-risk-of-serious-

hypercalcaemia#:~:text=Drug%20Safetv%20Update- —
Denosunab%2060mig%20(Prolia) %34 %20should%20not%20be %2 0used%20in%20patients.and%20during%200f%2 Dlabel%20use.

Health care professionals and patients are encouraged to report adverse events or side effects to JEDA through the following

channels:
- email: jpc@jfda.jo B“ﬂgi’@
- website: https://primaryreporting. who-umc.org/JO ‘%‘.%
- Phone No: +962-6-5632000 ﬁ,i
- QR Code: CIFARere
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