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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 III 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.
BRAF V600E Mutation-Positive Unresectable or Metastatic Solid Tumors
Trametinib is indicated, in combination with dabrafenib, for the treatment of adult and pediatric
patients 6 years of age and older with unresectable or metastatic solid tumors with BRAF V600E
mutation who have progressed following prior treatment and have no satisfactory alternative
treatment options.
Limitations of Use: Trametinib is not indicated for treatment of patients with colorectal cancer
because of known intrinsic resistance to BRAF inhibition.
BRAF V600E Mutation-Positive Low-Grade Glioma
Trametinib is indicated, in combination with dabrafenib, for the treatment of pediatric patients 6
year of age and older with low-grade glioma (LGG) with a BRAF V600E mutation who require
systemic therapy.
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4.8 Undesirable effects

Table 7. Adverse reactions with trametinib in combination with dabrafenib

System Organ Class Frequency (all Adverse Reactions
grades)
[...]
Dry skin
Very common Pruritus
Rash
Erythema”

Dermatitis acneiform
Actinic keratosis
Night sweats
Hyperkeratosis
Alopecia
Palmar-plantar erythrodysaesthesia
Common

Skin and subcutaneous tissue syndrome
disorders Skin lesion

Hyperhidrosis
Panniculitis

Skin fissures

Photosensitivity

Uncommon Acute febrile neutrophilic dermatosis
Stevens-Johnson syndrome

Drug reaction with eosinophilia and
Not Kknown systemic symptoms

Dermatitis exfoliative generalised
Tattoo-associated skin reactions
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