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e Treatment of Paget’s disease of the bone.
e Treatment of osteoporosis:
« in post-menopausal women
* in men
at increased risk of fracture, including those with a recent low-trauma hip fracture.
e Treatment and prevention of glucocorticoid-induced osteoporosis.

o Prevention of post-menopausal osteoporosis in women for whom bisphosphonate therapy is
indicated.
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4.4 Special warnings and precautions for use

Hypocalcaemia
Adequate calcium and vitamin D intake is-are recommended in association with Aclasta administration.

Acute phase reactions

Acute phase reactions (APRs) or post-dose symptoms such as fever, myalgia, flu-like symptoms, arthralgia
and headache have been observed, the majority of which occurred within three days following Aclasta
administration.

APRs may sometimes be serious or prolonged in duration. The incidence of post-dose symptoms can be
reduced with the administration of paracetamol or ibuprofen shortly following Aclasta administration. It is
also advisable to postpone treatment if the patient is clinically unstable due to an acute medical condition and
an APR could be problematic (see section 4.8).

Table 1

Metabolism and nutrition disorders
Rare: Hypophosphataemia

Musculoskeletal and connective tissue disorders

Uncommon: sheulderpain

General disorders and administration site conditions
Not known: Dehydration secondary to acute phase reactions (post-dose symptoms such as pyrexia, vomiting
and diarrhoea)

Table 2

Metabolism and nutrition disorders

Common: Anorexia Decreased-appetite

General disorders and administration site conditions
Common: infusion related reaction

Description of selected adverse reactions

Acute phase reactions

The overall percentage of patients who reported acute phase reactions or post-dose symptoms (including
serious cases) after Aclasta administration is as follows (frequencies derived from the study in treatment of
post-menopausal osteoporosis): fever (18.1%), myalgia (9.4%), flu-like symptoms (7.8%), arthralgia (6.8%)
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and headache (6.5%), the majority of which occurred within the first 3 days following Aclasta administration.
The majority of these symptoms were mild to moderate in nature and resolved within 3 days of the event
onset. The incidence of these symptoms decreased with subsequent annual doses of Aclasta. The percentage of
patients who experienced adverse reactions was lower in a smaller study (19.5%, 10.4%, 10.7% after the first,
second and third infusion, respectively), where prophylaxis against adverse reactions was used (see

section 4.4).
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