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Esbriet® (pirfenidone) – First-time generic 

• On May 4, 2022, Sandoz launched an AB-rated generic version of Genentech’s Esbriet 
(pirfenidone) tablets. 

 
— Patent litigation is ongoing concerning this generic launch. 
— In addition, Accord, Amneal, and Teva received FDA approval of AB-rated generic 

versions of Esbriet tablets on January 25, 2022, March 25, 2022, and January 25, 2022, 
respectively. Launch of these generics are pending. 

 
• Esbriet is approved for the treatment of idiopathic pulmonary fibrosis (IPF). 

 
• Esbriet is also available as a brand capsule indicated for IPF. 

 
— Accord received FDA approval of an AB-rated generic version of Esbriet capsule on 

January 20, 2022, and launch is pending. 
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