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HIV and hepatitis B medications — Updated boxed warnings

e In April 2017, the FDA approved changes to the drug labels of several human immunodeficiency
virus type 1 (HIV-1) and hepatitis B medications, to remove information related to lactic
acidosis/severe hepatomegaly with steatosis from the boxed warnings.

— These drugs include Atripla”, Descovy”, Emtriva’, Genvoya', Odefsey", Stribild”, Vemlidy”,
and Viread"”.

e Atripla, Descovy, Emtriva, Genvoya, Odefsey, and Stribild are approved for the treatment of HIV-1
infection.

¢ Vemlidy is approved to treat chronic hepatitis B virus infections in adults with compensated liver
disease.

e Viread is approved for the treatment of HIV-1 infection and chronic hepatitis B infection.

e The updated boxed warnings for these medications include the risk for post-treatment acute
exacerbation of hepatitis B.

e Atripla also includes a new warning regarding the risk for QTc prolongation.

o For other safety updates, please refer to the individual drug label.
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