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ALUNBRIG is indicated for the treatment of adult patients with anaplastic lymphoma kinase
(ALK)-positive metastatic non-small cell lung cancer (NSCLC).
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6 WARNINGS AND PRECAUTIONS
(.)

6.8 Photosensitivity

In ALTA 1L, photosensitivity occurred in 3.7% of patients who received ALUNBRIG, with 0.7%
Grade 3 to 4.

In ALTA, 0.9% of patients who received ALUNBRIG in the 90 mg group experienced
photosensitivity and 0.9% of patients in the 90 mg—180 mg group. Grade 3 to 4 photosensitivity
was not reported in patients in the 90 mg group or in the 90—180 mg group.

Advise patients to limit sun exposure while taking brigatinib, and for at least 5 days after
discontinuation of treatment. Advise patients, when outdoors to wear a hat and protective
clothing, and use a broad-spectrum Ultraviolet A (UVA)/ Ultraviolet B (UVB) sunscreen and lip
balm (SPF =30) to help protect against sunburn. Based on the severity withhold ALUNBRIG,
then resume at the same dose, or reduce the dose, or permanently discontinue as described in
Table 2 [see Dosage and Administration (2.3), Adverse Reactions (6.1)].
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6.8 Embryo-Fetal Toxicity

(.)

Advise women of the potential risk to a fetus. Advise females of reproductive potential to use
non-hermeonal-effective contraception during treatment with ALUNBRIG and for at least 4
months following the final dose.

(.)
7 ADVERSE REACTIONS

e Photosensitivity [see Warnings and Precautions (6.8)]

7.8 Clinical Trials Experience

(.)

Advanced ALK-positive NSCLC Without Prior ALK-targeted Therapy
(...)

Clinically relevant adverse reactions in patients who received ALUNBRIG included
photosensitivity (3.7%).

ALK-positive Advanced or Metastatic NSCLC Previously Treated with Crizotinib
(...))

Clinically relevant adverse reactions in patients who received ALUNBRIG included
photosensitivity

(.
8 DRUG INTERACTIONS
(...

9 USE IN SPECIFIC POPULATION

9.3 Females and Males of Reproductive Potential

(.)

Females
Advise females of reproductive potential to use effective non-hormeonal contraception
during treatment with ALUNBRIG and for at least 4 months after the final dose. Ceunsel

11 CLINICAL PHARMACOLOGY

11.3 Pharmacokinetics

(.)

Effect of Brigatinib on CYP3A Substrates:

Coadministration of 180 mg daily doses of ALUNBRIG with a single 3 mg oral dose of
midazolam (a sensitive CYP3A substrate) decreased midazolam Cmax by 16% and AUCo-inF
by 26%, relative to a 3 mg oral dose of midazolam administered alone. Brigatinib is
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considered a weak inducer of CYP3A
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