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Caprelsa is indicated for the treatment of aggressive and symptomatic Rearranged during
Transfection (RET) mutant medullary thyroid cancer (MTC) in patients with unresectable
locally advanced or metastatic disease.
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4.4 Special warnings and precautions for use

Osteonecrosis

Cases of osteonecrosis, including cases of osteonecrosis of the jaw, have been reported in
patients treated with vandetanib. Some cases were reported in patients who had received prior
or concomitant treatment with antiresorptive bone therapy. An oral examination should be
performed prior to initiation of vandetanib and periodically during vandetanib therapy.
Patients should be advised regarding oral hygiene practice. If possible, vandetanib treatment
should be held at least 4 weeks prior to scheduled dental surgery or invasive dental
procedures, especially in patients receiving agents associated with osteonecrosis, such as
bisphosphonates. Vandetanib discontinuation should be considered in patients who experience
osteonecrosis (see section 4.8).

4.8 Undesirable effects
Table 1 Adverse reactions and system organ class
System Very common Common = Uncommon Not known
Organ Class
Musculoskelet Osteonecrosis
al and osteonecrosis
connective of the jaw
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