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(Oct. 10, 2025) In a widely followed appellate battle, a team of Polsinelli attorneys secured a victory for 

MSN Pharmaceuticals at the D.C. Circuit Court of Appeals, affirming approval of MSN’s generic version of 

the multibillion-dollar Entresto to reduce the risk of cardiovascular death and hospitalization for heart 

failure in adults with chronic heart failure and reduced ejection fraction. The court upheld the U.S. Food 

and Drug Administration’s (FDA) decision, confirming MSN’s ability to market its generic product. 

The case centered on complex issues involving so-called “skinny labels,” where certain patented uses are 

carved out of a generic label. The D.C. Circuit agreed that MSN’s label complied with regulatory 

requirements and upheld FDA’s determination that the changes to MSN’s label did not render the product 

less safe or effective than Novartis’ Entresto. The court also upheld FDA’s determination that MSN’s 

product had the same active ingredient as Entresto. 

The appeal stems from Novartis suing the U.S. Department of Health and Human Services and FDA 

under the Administrative Procedure Act, attempting to undo FDA’s approval of MSN’s product, and it was 

one of the first court challenges to an FDA decision following the Supreme Court’s decision in Loper 

Bright in 2024, which overturned decades of law applying deference to federal agency decisions under 

the Chevron line of cases. The Polsinelli team intervened in the lawsuit on MSN’s behalf, successfully 

opposing Novartis’s motion for a temporary restraining order within days of the suit being filed and later 

obtaining summary judgment from the district court maintaining MSN’s FDA approval. The D.C. Circuit 

Court heard oral arguments in April 2025. 

Hatch-Waxman & Biologics Chair Chad A. Landmon led the Polsinelli team, which also included 

Associates Kendall K. Gurule and Suzanne E. Bassett. The team was also assisted by Shareholder 

Corey M. Casey, Counsel E. Benton Keatley and Associates Dominique E. Smith and Melenie Van at 

earlier stages of the case.  

 

About Polsinelli 

Polsinelli is an Am Law 100 firm with more than 1,200 attorneys in over 25 offices nationwide. 

Recognized as one of the top firms for excellent client service and client relationships, Polsinelli is 

committed to meeting our clients’ expectations of what a law firm should be. Our attorneys provide value 

through practical legal counsel infused with business insight, offering comprehensive corporate, 

transactional, litigation and regulatory services with a focus on health care, real estate, finance, 

technology, private equity and life sciences. Polsinelli PC, Polsinelli LLP in California, Polsinelli PC (Inc) 

in Florida. 
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