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Item 8.01. Other Item.
 

On July 25, 2022, Rigel Pharmaceuticals, Inc. (“Rigel”) filed a lawsuit in the U.S. District Court for the District of New Jersey against Annora Pharma Private Ltd.,
Hetero Labs Ltd., and Hetero USA, Inc. (collectively, “Annora”) for infringement of Rigel’s United States Patent Nos. 7,449,458, 8,263,122, 8,652,492, 8,771,648, and
8,951,504. These patents are listed in the FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations (commonly referred to as the “Orange Book”) and cover
TAVALISSE® fostamatinib disodium tablets, Eq. 100mg base and Eq. 150mg base, (“TAVALISSE”).

 
Rigel’s lawsuit is in response to an Abbreviated New Drug Application (“ANDA”) filed by Annora seeking approval from the U.S. Food and Drug Administration

(“FDA”) to market and sell a generic version of TAVALISSE. In June 2022, Rigel received a Paragraph IV Certification Notice Letter (the “Notice Letter”) from Annora
identifying the five asserted patents and alleging that the patents will not be infringed by Annora’s proposed product, are invalid and/or are unenforceable. The Notice Letter did
not provide a Paragraph IV certification against any other of Rigel’s patents listed in the Orange Book.

 
Rigel’s complaint alleges that Annora has infringed the five asserted patents by filing its ANDA and seeks, among other relief, equitable relief enjoining Annora from

infringing these patents.
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Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto
duly authorized.
 
Dated: July 25, 2022 RIGEL PHARMACEUTICALS, INC.
  
 By:    /s/ Dolly A. Vance
  Dolly A. Vance
  Executive Vice President, General Counsel and Corporate Secretary

 

 

 


