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LORVIQUAZ® is indicated for the treatment of patients with anaplastic lymphoma kinase (ALK)-positive
metastatic non-small cell lung cancer (NSCLC) whose disease has progressed on
e crizotinib and at least one other ALK inhibitor for metastatic disease; or
e alectinib as the first ALK inhibitor therapy for metastatic disease; or
e ceritinib as the first ALK inhibitor therapy for metastatic disease.
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5 WARNINGS AND PRECAUTIONS
5.2 Central Nervous System Effects

A broad spectrum of central nervous system (CNS) effects can occur in patients receiving LORVIQUA .
These include seizures, halueinations;-psychotic effects and changes in cognitive function, mood (including
suicidal ideation), speech, mental status, and sleep. Overall, CNS effects occurred in 54% of patients
receiving LORVIQUA [see Adverse Reactions (6.1)]. Cognitive effects occurred in 29% of the 332 patients
who received LORVIQUA at any dose in Study B7461001; 2.1% of these events were severe (Grade 3 or
4). Mood effects occurred in 24% of patients; 1.8% of these events were severe. Speech effects occurred in
14% of patients; 0.3% of these events were severe. Halueinrations-Psychotic effects occurred in 7% of
patients; 0.6% of these events were severe. Mental status changes occurred in 2.1% of patients; 1.8% of these
events were severe. Seizures occurred in 3% of patients, sometimes in conjunction with other neurologic
findings. Sleep effects occurred in 10% of patients. The median time to first onset of any CNS effect was 1.2
months (1 day to 1.7 years). Overall, 1.5% of patients required permanent discontinuation of LORVIQUA
for a CNS effect; 9% required temporary discontinuation and 8% required dose reduction.

Withhold and resume at the same dose or at a reduced dose or permanently discontinue LORVIQUA based
on severity [see Dosage and Administration (2.2)].
6 ADVERSE REACTIONS

6.1 Clinical Trials Experience

Additional clinically significant adverse reactions occurring at an incidence between 1% and 10% were
hallueinations-psychotic effects (7%).
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