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Zelboraf®
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vemurafenib 240mg
Film coated tablets
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ZELBORAF is indicated for the treatment of BRAFV6%° mutation-positive
unresectable or metastatic melanoma.
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Summary of the safety profile

Table 3: ADRSs occurring in patients treated with vemurafenib in the phase II or
phase III study and events originating from safety reports across all trials!'V and
post-marketing sources®.

Common: Potentiation of Radiation toxicity

Description of selected adverse reactions

Potentiation of radiation toxicity

Cases reported include recall phenomenon, radiation skin injury, radiation pneumonitis,
radiation esophagitis, radiation proctitis, radiation hepatitis, cystitis radiation, and radiation
necrosis.

In a phase III clinical trial (MO25515, N=3219), a higher incidence of potentiation of
radiation toxicity was reported when vemurafenib patients received radiation prior to and
during vemurafenib therapy (9.1%) compared to those patients who received radiation and
vemurafenib concomitantly (5.2 %) or to those whose radiation treatment was prior to
vemurafenib (1.5%).
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