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Tecfidera® (dimethyl fumarate) – First-time generic approval 

• On August 19, 2020, Mylan launched an AB-rated generic version of Biogen’s Tecfidera (dimethyl 
fumarate) delayed-release capsules. 

 
• Tecfidera is approved for the treatment of relapsing forms of multiple sclerosis (MS), to include 

clinically isolated syndrome, relapsing-remitting disease, and active secondary progressive disease, 
in adults. 
 

• Mylan’s generic Tecfidera is the first oral dosage form to receive generic approval for MS. 
 
• According to IQVIA, U.S. sales for Tecfidera for the 12 months ending June 30, 2020 were 

approximately $3.79 billion. 

file://nas01762pn/RXSOL_Clinical/Drug%20Safety%20and%20Pipeline/RxNews/Resources/Templates/optum.com?elq_mid=10136&elq_cid=1812792&elq_ck=&elq=c94ed081f75e412faa0d967642a61572&elqCampaignId=&elqaid=10136&elqat=1&elqTrackId=ef980a4a60b140cc8022fa389df09caa
https://www.optumrx.com/
http://newsroom.mylan.com/2020-08-19-Mylan-Brings-Critical-Access-to-the-Multiple-Sclerosis-Community-by-Launching-a-More-Affordable-Treatment-Option-Through-a-First-Generic-to-Tecfidera-R
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=210531#10
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=665d7e74-036c-5f68-5b67-ab84b9b49151
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=665d7e74-036c-5f68-5b67-ab84b9b49151

