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Samsca® (tolvaptan) — Safety update

e On April 23, 2018, the FDA approved an update to the Boxed Warning and Contraindications
sections of the Samsca (tolvaptan) drug label regarding use in patients with autosomal dominant
polycystic kidney disease (ADPKD) outside of the FDA approved Risk Evaluation and Mitigation
Strategy (REMS) and the risk of hepatotoxicity.

e Samsca is indicated for the treatment of clinically significant hypervolemic and euvolemic
hyponatremia, including patients with heart failure and syndrome of inappropriate antidiuretic
hormone (SIADH).

— Patients requiring intervention to raise serum sodium urgently to prevent or to treat serious
neurological symptoms should not be treated with Samsca.

— It has not been established that raising serum sodium with Samsca provides a symptomatic
benefit to patients.

e Samsca can cause serious and potentially fatal liver injury and should not be prescribed or used
outside of the FDA-approved REMS for ADPKD patients.

e Similar updates were made to the Warnings and Precautions section and the Medication Guide.
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