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QVAR® (beclomethasone dipropionate HFA) — Revised indication

e On September 29, 2017, the FDA approved a revision to the indication for OVAR (beclomethasone
dipropionate HEA). Information regarding asthma patients requiring oral corticosteroid therapy was
removed.

— Previously, QVAR was also indicated for asthma patients requiring oral corticosteroid
therapy, where adding QVAR may reduce or eliminate the need for oral corticosteroids.

e QVAR is now only indicated for the maintenance treatment of asthma as prophylactic therapy in
adult and pediatric patients 5 years of age and older.

— QVAR is not indicated for the relief of acute bronchospasm.

e The dosing section was also revised to state that dosing is based on previous asthma therapy and
disease severity.

— Dosing information for patients receiving chronic oral corticosteroid therapy was removed.

e Previously, similar updates were made to the Aerospan” (flunisolide) and Flovent” HFA (fluticasone

propionate) drug labels.
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