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e OnJuly 24, 2017, the FDA approval of , for the
treatment of unresectable or metastatic melanoma in adults and pediatric patients (12 years and
older).

— Previously, Yervoy was only indicated for the treatment of unresectable or metastatic
melanoma in adults.

e Yervoy is also indicated for the adjuvant treatment of patients with cutaneous melanoma with
pathologic involvement of regional lymph nodes of more than 1 mm who have undergone complete
resection, including total lymphadenectomy.

e The safety and effectiveness of Yervoy in pediatric patients 12 years and older is supported by
evidence from adequate and well controlled studies of Yervoy in adults and population
pharmacokinetic data demonstrating that the exposure at a dose of 3 mg/kg in the pediatric and
adult populations is comparable.

— In addition, the tumor biology and course of advanced melanoma is sufficiently similar in
adults and pediatric patients 12 years and older to allow extrapolation of data from adults to
pediatric patients.

e Yervoy carries a boxed warning for immune-mediated adverse reactions.

e The recommended dosage of Yervoy for the treatment of unresectable or metastatic melanoma in
adults and pediatric patients > 12 years of age is 3 mg/kg administered intravenously over 90
minutes every 3 weeks for a maximum of 4 doses.

e For the adjuvant treatment of melanoma, the recommended dosage of Yervoy is 10 mg/kg
administered intravenously over 90 minutes every 3 weeks for 4 doses followed by 10 mg/kg every
12 weeks for up to 3 years.
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