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Melanoma
Trametinib as monotherapy or in combination with dabrafenib is indicated for the treatment of adult
patients with unresectable or metastatic melanoma with a BRAF V600 mutation. Trametinib
monotherapy has not demonstrated clinical activity in patients who have progressed on a prior
BRAF inhibitor therapy.
Adjuvant treatment of melanoma
Trametinib in combination with dabrafenib is indicated for the adjuvant treatment of adult patients
with Stage 111 melanoma with a BRAF V600 mutation, following complete resection.
Non-small cell lung cancer (NSCLC)
Trametinib in combination with dabrafenib is indicated for the treatment of adult patients with
advanced non-small cell lung cancer with a BRAF V600 mutation.
Anaplastic Thyroid Cancer (ATC)
Trametinib is indicated, in combination with dabrafenib, for the treatment of patients with locally
advanced or metastatic anaplastic thyroid cancer (ATC) with BRAF V600E mutation and with no
satisfactory locoregional treatment options.
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4.4  Special warnings and precautions for use
Sarcoidosis

Cases of sarcoidosis have been reported in patients treated with trametinib in combination with
dabrafenib, mostly involving the skin, lung, eye and lymph nodes. In the majority of the cases,
treatment with trametinib and dabrafenib was maintained. In case of a diagnosis of sarcoidosis,
relevant treatment should be considered. It is important not to misinterpret sarcoidosis as disease
progression.
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This medicine contains less than 1 mmol sodium (23 mg) per tablet, that is to say essentially
‘sodium-free’.

48 Undesirable effects

Tabulated list of adverse reactions

Table5  Adverse reactions reported in the integrated safety population of trametinib in
combination with dabrafenib in the studies MEK115306, MEK1165132,
BRF113928, and BRF115532 (n=1,076)

System Organ Class Frequency (all Adverse Reactions
grades)
Immune system disorders | Uncommon Sarcoidosis
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